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NAME OF OFFEROR OR CONTRACTOR 
IMMUNEXPRESS 1536122 
ITEM NO. ‘SUPPLIES/SERVICES QUANTITY JUNIT UNIT PRICE AMOUNT 
(A) (B) (C) | (D) (E) (E) 


Tax ID Number: 27-3312493 

DUNS Number: 964789676 

Delivery: 06/11/2020 

Period of Performance: 06/11/2020 to 02/11/2021 


2 Immunexpress Assessment & Triage of Patients with 
Escalating Signs of COVID-19 Disease Using a Host 
Response Test for Sepsis 

Obligated Amount: $599,549.00 


599,549.00 








‘AUTHORIZED FOR LOCAL REPRC (OPTIONAL FORM 336 (4-86) 


‘Sponsored by GSA 
FAR (48 CFR) 53.110 


DRIVE EZ-BAA CONTRACT 
PARTI. THE SCHEDULE 
SECTION A. BACKGROUND 
In 2018, the Biomedical Advanced Research and Development Authority (BARDA) established the Division of 
Research, Innovation, and Venture (DRIVe). The mission of DRIVe is to encourage agile business practices, 
accelerate biomedical innovations, and improve the availability of transformative products & technologies to protect 
Americans from natural and intentional health security threats. The following contract and the Statement of Work 
(addressed in Section C), further the mission and goals of DRIVe. 
SECTION B. SUPPLIES OR SERVICES AND PRICE/COST 
B. 1. PRICE 


FIRM FIXED PRICE: The firm fixed price of the base period of the contract is $599,549. 














CONTRACT PROJECT DESCRIPTION PERIOD OF QUANTITY | UNIT UNIT 
LINE ITEM PERFORMANCE PRICE 
NO. (CLIN) 
Assessment & Triage of Patients 11 June 2020 
0001 with Escalating Signs of - 1 JOB $599,549 
COVID-19 Di: ing a Host | 11 February 2021 
Response Test for Seps 


























Through negotiations, the Government and Contractor agreed that a total price of $1,654,828 would be a realistic 
and reasonable estimate of Contractor's actual costs of performance. Accordingly, in return for successful 
completion and delivery of CLIN 0001, the Government's portion will be $599,549. 


B. 2. ADVANCE UNDERSTANDINGS 
a. Sharing of contract deliverables within United States Government (USG) 


In an effort to build a robust medical countermeasure pipeline through increased collaboration, the 
Government may share technical deliverables with Government entities responsible for Medical 
Countermeasure Development. In accordance with recommendations from the Public Health Emergency 
Medical Countermeasure Enterprise (PHEMCE) Review, agreements established in the Integrated Portfolio 
Advisory Committee (PAC) Charter, and agreements between BARDA and the Department of Defense, the 
National Institutes of Health, the Centers for Disease Control, and the FDA, BARDA may share technical 
deliverables and test results created in the performance of this Contract with colleagues within the 
PHEMCE as well as within the Department of Health and Human Services (DHHS). This advance 
understanding does not authorize the Government to share financial information outside of the United States 
Government. The Contractor is advised to review the terms of FAR 52.227-14 Rights in Data — General, 
regarding the Government’s rights to data produced during the course of performance of this Contract. 


b. Approval of Human and Animal Protocols 
This contract: 


1. X Will or O Will Not include clinical trials (e.g. human protocols); and 
2. O Will or X Will Not include non-clinical trials (e.g. animal protocols). 


Accordingly, if checked to indicate either class of studies is not included under the subject contract, all of 
the corresponding clinical and non-clinical clauses, terms, and obligations included in this document are 


hereby self-deleted. 


The Contractor shall submit all human and animal protocols and human informed consent documents as 
referenced under this Contract to the Contracting Officer (CO) and Contracting Officer's Representative 
(COR) for review and approval prior to seeking other approvals (Institutional Review Board, Human Use 
Committee, Institutional Animal Care and Use Committee). The Government requires no fewer than eight 
(8) business days to perform a review. The Contractor shall take this review time into account and submit 
protocols as early as possible to avoid delays. The Government's comments and feedback shall be addressed 
prior to approval. The COR will review and provide approval of protocols. Human informed consents shall 
also be submitted and reviewed with any human protocol. 


c. Rights in Data 


See Section I — Contract Clauses 


SECTION C, DESCRIPTION/SPECIFICATIONS/WORK STATEMENT 
C.1. STATEMENT OF WORK 


See Section J— Attachment | (Statement of Work) as agreed upon by the Government and Contractor, and the 
Reporting Requirements outlined by “DRIVe Digital Resources” accessed via www.drive.hhs.gov. 


C.2 REGULATORY ACTIVITIES 





The Contractor shall submit to the COR for review and comment, pre-submission documents, submis 
documents, results documents, and all proposed regulatory filing documents with the FDA. 


C.3 QUALITY 
The Contractor may be required to establish and maintain a Quality Management System for the proposed effort 
with sufficient content to include but not limited to the elements contained in the Code of Federal Regulations Title 


21 Part 820. 


The Contractor may be required to establish routine internal reviews of the proposed effort with documentation and 
evidence of the ability to maintain, and adhere to the Code of Federal Regulations Title 21 Part 820. 


The Contractor may be required to subcontract for an independent audit of its system quality system adherence, 
resolve any issues noted by the auditor, and provide the audit findings and resolutions to the Government. 


SECTION D. PACKAGING, MARKING, AND SHIPPING 

All deliverables required under this Contract shall be packaged, marked and shipped in accordance with 
Government specifications and Section F. Ata minimum, all deliverables shall be marked with the contract number 
and Contractor name. The Contractor shall guarantee that all required materials shall be delivered in immediate 
usable and acceptable condition. 

Unless otherwise specified by the CO, delivery of reports to be furnished to the Government under this Contract 
(including invoices) shall be delivered to the CO and COR electronically along with a concurrent email notification 
to the CO and COR (as defined in Section F.3. Electronic Submission) summarizing the electronic delivery. 
SECTION E. INSPECTION AND ACCEPTANCE 

E.1. FAR 52.252-2, CLAUSES INCORPORATED BY REFERENCE (FEBRUARY 1998) 


See Section I for a complete list of clauses incorporated by reference. 


E.2. DESIGNATION OF GOVERNMENT PERSONNEL 





For the purpose of this Section E, the designated COR is the authorized representative of the CO. The COR will 
assist in resolving technical issues that arise during performance. The COR however is not authorized to change 
any contract terms or authorize any changes in the Statement of Work, modify or extend the period of 
performance, or authorize reimbursement of any costs incurred during performance. 


E.3, INSPECTION, ACCEPTANCE AND CONTRACT MONITORING 


Inspection and acceptance of the product, services, and documentation called for herein shall be accomplished by 
the CO or a duly authorized representative. Delivery, technical inspection and acceptance will be take place at a 
location designated by the CO or at: 


Office of the Assistant Secretary for Preparedness and Response 
Biomedical Advanced Research and Development Authority 
O'Neill House Office Building 
Washington, DC 20515 


At the discretion of the Government and independent of activities conducted by the Contractor, with 48 hours’ notice 
to the Contractor, the Government reserves the right to conduct site visits and inspections related to this Contract on 
an as needed basis during normal business hours, including collection of product samples and intermediates held at the 
location of the Contractor, or its subcontractor. All costs reasonably incurred by the Contractor and subcontractor for 
such visit and/or inspection shall be allowable costs subject to the Allowable cost requirements in FAR Subpart 31.2. 
The Contractor shall coordinate these visits and shall have the opportunity to accompany the Government on any 
such visits. Under time-sensitive or critical situations, the Government reserves the right to suspend the 48 hour 
notice to the Contractor. The areas included under the site visit could include, but are not limited to: security, 
regulatory and quality systems, manufacturing processes and cGMP/GLP/GCP compliance related to activities funded 
under this Contract. 











If the Government, Contractor, or other party identifies any issues during an audit, the Contractor shall capture the 
issues, identify potential solutions, and provide a report to the Government for review and acceptance. 


¢  Ifissues are identified during the audit, the Contractor shall submit a report to the CO and COR within five 
(5) business days detailing the finding and corrective action(s) of the audit. 

© COR and CO will review the report and provide a response to the Contractor within ten (10) business days. 

© Once corrective action is completed, the Contractor will provide a final report to the CO and COR. 





SECTION F. DELIVERIES OR PERFORMANCE 

F.1, ESTIMATED PERIOD OF PERFORMANCE 

The estimated period of performance for this Contract shall be consistent with the dates set forth in Section B.2. 
F.2. DELIVERABLES 

Successful performance under this contract shall be deemed to occur upon completion of performance of the work 
set forth in Attachment | of this contract and upon delivery and acceptance, as required by Attachment 1, by the 
COR, and of each of the deliverables described in Section C and Section F below. 

All deliverables and reporting documents listed within this Section shall be delivered electronically to the CO, the 


Contract Specialist (CS), and the COR as well as in the designated eRoom (the Government's SharePoint site) 
unless otherwise specified by the CO. 





Number 


Deliverable 


Description 


Due 





Work Location 
Tracking 


The Contractor shall submit a detailed 
spreadsheet regarding locations where 
work will be performed under this 
contract, including addresses, points of 
contact, and work performed per location, 
to include any subcontractors, if 
necessary. 


Due within 5 business days of 
award date, and within 30 days 
after substantive changes are 
made to locations or capabilities. 


Due within 2 business days of a 
substantive change if the work 
performed supports medical 
countermeasure development 
that addresses a threat that has 
been declared a Public Health 
Emergency by the HHS 
Secretary or a Public Health 
Emergency of International 
Concern (PHEIC) by the WHO 





The Contractor shall complete a Kickoff 
meeting after contract award, either as a 
videoconference or an in-person meeting, 
to outline activities for the next 30 days. 


Due within 10 days of award 











2 Kickoff Meeting data: 
The Contractor shall provide an itinerary 
and agenda at least 2 business days in 
advance of meeting. 
The Contractor shall submit a detailed 
Project Plan, Gantt Chart, and Risk sd ns 7 
3 Project Plan Mitigation Plan outlining the goals, ane within 10 days ofaward 
deliverables, strategies, and intended ‘- 
pathway for the project. 
Due within 30 days of award 
The Contractor shall submit a detailed date, and within 30 days after 
: pasate : substantive changes are made to 
spreadsheet regarding critical project : 
‘ - : sources or materials. The 
materials that are sourced from a location ‘ 3 7 
F Government will provide written 
other than the United States, sources, and 
ae aig F comments to the Product 
manufacturing sites. This includes, but is 7 
Product Development not limited to: Development Source Material 
4 Source Material and . and Manufacturing Report 





Manufacturing Report 





(1) Physical locations of sources of raw 
and processed material by type of 
material; (2) location and nature of work 
performed at manufacturing site; and (3) 
location and nature of non-clinical and 
clinical study sites. 








within 15 business days after 
submission. 


If corrective action is 
recommended, Contractor must 
address and document all 
concerns raised by BARDA. 











The Contractor shall participate in 
teleconferences every week with BARDA. 























Weekly " Held weekly. Minutes provided 
5 to discuss the performance of the contract. as i 
Teleconference : by Contractor within 3 business 
The Contractor shall provide slides 24 davis of the teeta 
hours in advance of scheduled meetings. y re: 
Due the 15" of the month 
F following the preceding 
The Contractor shall ubmit monthly a 
6 Monthly Reports reports summarizing data and progress to ar s month Te Sok as 
date on each aim in the SOW. willre view me montily. 
7 reports with the Contractor and 
provide feedback. 
Upon request of the Government, the 
Contractor shall participate in a daily 
check-in updates with the project staff 
(via teleconference or email). 
The updates will address key cost, yg sone Be required for 
schedule and technical updates. Daily . 
Daily Check-In with _ | UPdates may be shared with senior No meeting minutes are 
A Government leaders during the COVID- : 
7 Project Staff for rasa i bee required. 
sco 19 response and should be provided in 
COVID-19 Response a : 
both a non-confidential and confidential i ¢ ae 
format Contractor will provide a 
. bulleted email update as soon as 
Daily check-ins may occur on weekdays, fe following any check-in. 
excluding federal holidays. Upon request 
of the Government, check-ins may also 
occur on weekends and on federal 
holidays, provided at least 8 hours’ notice. 
If applicable and available, the Contractor 
shall deliver sample prototype/examples If applicable and available, the 
8 Sample Prototype to BARDA DRIVe for display purposes prototype is due within 30 days 
ONLY. Prototype/examples are not of request 
intended for clinical or non-clinical uses. 
These reports are to include a summation ee a0. days pronto 
9 Draft Final Report & of the work performed and results = . 
Final Report paras es the entire contract period of Final Report due on or before the 
Pe . completion date of the contract. 
Sanity deusheatconstatis 2 Page Due 30 days prior to contract 
10 Product/Technology Transition Strategy. The Transition end date or 30 days prior to the 





Transition Strategy 





Strategy should include a strategic 
business and technical plan for further 
development and transitioning the product 





end of each year of the Base 
Period, whichever occurs first. 











and/or technology 





Contractor must submit a data package 
consisting of all raw data produced under 
this contract. Data may be used by 
BARDA DRIVe for analysis, evaluation, 
shared with other agencies, or shared 
outside of the government consistent with 
Final Data Package FAR 52.227-14. This submission package 
must be delivered in a non-proprietary 


Due at least 15 days prior to 
contract end date. Partial data- 
sets may also be requested for 
delivery prior to submission of 
the Final Data Submission 











formu, Package. 
If clinical trial data is included, that data 
must be provided consistent with 
applicable privacy laws to protect 
personally identifiable information (PID). 
Supplemental The Contractor shall provide all raw data, 
LR Technical Documents, | data analysis, or a data report to BARDA | Due upon request from the CO 
Raw Data, or Data DRIVe in accordance with FAR 52.227- | or COR 
Analysis. 14. 
Deliverables Arisin; See descriptions below for FDA See due dates below for FDA 
B from FDA x Ane Meetings, FDA Submissions & Meetings, FDA Submissions & 
x ‘Coneanondence Correspondence, FDA Audits, and Other | Correspondence, FDA Audits, 
BP. FDA Correspondence. and Other FDA Correspondence. 














a. 


b. 


Periodic Document Review 


The CO and COR reserve the right to request within the period of performance a non-proprietary 
technical document for distribution within the Government. Contractor shall provide the technical 
document within 10 business days of CO or COR request. Contractor can request additional time on an 
as-needed basis. If edits are recommended, the Contractor must address, in writing, concerns raised by 
the Government in writing. 


Deliverables Arising from FDA Correspondence 
1) FDA Meetings 
i, The Contractor shall forward the dates and times of any meeting with the FDA to BARDA 
and make arrangements for appropriate BARDA staff to attend the FDA meetings if 
requested by BARDA. BARDA may include up to a maximum of four people (COR, CO and 
up to 2 subject matter experts). 


ii. Contractor shall notify BARDA of upcoming FDA meetings within 24 hours of scheduling. 


iii. The Contractor shall forward initial Contractor and FDA-issued draft minutes and final 





minutes of any meeting with the FDA to the CO and COR within 5 business days of receipt. 
All documents shall be duly marked as either “Draft” or “Final.” 


2) FDA Submissions & Correspondence 


i. 


The Contractor shall provide BARDA the opportunity to review and comment upon all 
documents submitted to the FDA. In addition, an electronic copy of the final FDA submissions 
will also need to be submitted. All documents shall be duly marked as either “Draft” or “Final.” 


1. If draft documents are submitted to the COR for review, the COR will provide 
feedback to Contractor within 10 business days of receipt, or sooner as necessary 
to address FDA deadlines or requests. 


2. If BARDA reviews draft documents, the Contractor shall revise, as appropriate, 
their documents to address BARDA’s concerns and/or recommendations prior to 
FDA submission. 








3. Final FDA submissions and all email correspondence with the FDA related to 
submissions shall be submitted to the CO and COR no later than 5 calendar days of 
their submission to, or email correspondence with, the FDA. 


3) FDA Audits 


iii. 


In the event of an FDA inspection which occurs as a result of this contract and for the 
product, or for any other FDA inspection that has the reasonable potential to impact the 
performance of this contract, the Contractor shall provide the CO and COR with an exact 
copy (non-redacted) of the FDA Form 483 and the Establishment Inspection Report (EIR) 
within five (5) business days after the Contractors receipt of those documents. The Contractor 
shall provide the COR and CO with copies of the plan for addressing areas of non- 
conformance to FDA regulations for GLP, GMP, or GCP guidelines as identified in the audit 
report, status updates during the plans execution and a copy of all final responses to the FDA. 
The Contractor shall also provide redacted copies of any FDA audits received from 
subcontractors that occur as a result of this contract or for this product. To the extent feasible, 
the Contractor shall make arrangements for BARDA representative(s) to be present during 
the final debrief by the regulatory inspector. 








If draft documents are submitted to the COR for review, the COR will provide feedback to 
Contractor within 10 business days of receipt, or sooner as necessary to address FDA 
deadlines or requests. 


If BARDA reviews draft documents, the Contractor shall revise as appropriate their 
documents to address BARDA’s written concerns and/or recommendations prior to FDA 
submission. 


1. Contractor shall notify CO and COR within 10 business days of a scheduled FDA audit or 
within 24 hours of an ad hoc site visit/audit if the FDA does not provide 10 business days’ 
advance notice. 


2. Contractor shall provide copies of any FDA audit report received from subcontractors that 
occur as a result of this contract or for this product within 5 business days of receiving 
correspondence from the FDA, Subcontractor, or third party. 


3. Within 15 business days of audit report, Contractor shall provide CO with a plan for 
addressing areas of nonconformance, if any are identified. 


Final FDA submissions shall be submitted to the CO and COR. 


4) Other FDA Correspondence 


The Contractor shall document any material correspondence between Contractor and FDA as related 
to activities funded under this contract and submit to BARDA. All such documents shall be duly 
marked as either “Draft” or “Final.” Contractor shall provide such written summary of any FDA 
correspondence or engagement within 5 business days and submit to the CO and COR. The written 
summary shall include: 


i. A tracking log of progress on regulatory submissions with the FDA, description of the 
submission, date of the submission, status of submission and next steps. 


Reporting and Meeting Details Specifics 

Monthly Progress Report: 

This report shall include a description of the activities during the reporting period, and the activities 
planned for the ensuing reporting period. The first reporting period consists of the first full month of 
performance plus any fractional part of the initial month. Thereafter, the reporting period shall consist of 


each calendar month. 


The Contractor shall submit a Monthly Progress Report on or before the 15" calendar day following the last 
day of each reporting period and shall include the following: 


A cover page that includes the contract number and title; the type of report and period that it covers; the 
Contractor's name, address, telephone number, fax number, and e-mail address; and the date of submi: 








SECTION I - An introduction covering the purpose and scope of the contract effort; 
SECTION II - PROGRESS 
SECTION II Part A: OVERALL PROGRESS - A description of overall progress; 


SECTION II Part Bs MANAGEMENT AND ADMINISTRATIVE UPDATE ~ A description of all 
meetings, conference calls, etc. that have taken place during the reporting period. Include progress on 
administration and management issues (e.g. evaluating and managing subcontractor performance and 
personnel changes); 


SECTION II Part C: TECHNICAL PROGRESS - For each activity related to the Gantt chart, document the 
results of work completed. The report shall be in sufficient detail to explain comprehensively the results 
achieved. The description shall include pertinent data and/or graphs in sufficient detail to explain any 
significant results achieved and preliminary conclusions resulting from analysis and scientific evaluation of 
data accumulated to date under the Contract. Include progress or status updates for all SOW tasks in each 
of the monthly technical progress reports for which there is activity ongoing in that SOW task area(s) as 
well as data for completed studies in any SOW task. 


The report shall also include a description of problems encountered and proposed corrective action; 
differences between planned and actual progress, why the differences have occurred and what corrective 
actions are planned; preliminary conclusions resulting from analysis and scientific evaluation of data 
accumulated to date under the project; 


SECTION II Part D: PROPOSED WORK - A summary of work proposed for the next reporting period and 
preprints/reprints of papers and abstracts, and a current/updated Gantt chart; 


SECTION II Part E: Outstanding Issues/Anticipated Areas of Concern - a list of any existing contractual 
concerns that impact the technical scope of work, schedule, or pricing, as well as a list of potential or 


anticipated areas of concern that may be encountered in the future months. A Monthly Progress Report will 
not be required in the same month that the Annual or Final Reports are submitted; 


Final Report(s) Requirement: 


This report shall include a summation of the activities during the reporting period, and the activities 
planned for the ensuing reporting period. The first reporting period consists of the first full year of 
performance plus any fractional part of the initial year. Thereafter, the reporting period shall consist of each 
calendar year. 


The report shall include a cover page that includes the contract number and title; the type of report and 
period that it covers; the Contractor's name, address, telephone number, fax number, and e-mail address; 
and the date of submission; 





SECTION I-EXECUTIVE SUMMARY - A brief overview of the work completed and major 
accomplishments achieved during the reporting period; 


SECTION II-PROGRESS 


SECTION II Part A: OVERALL PROGRESS - A description of overall progress highlighting the 
significant accomplishments in the past year; 


SECTION II Part B: MANAGEMENT AND ADMINISTRATIVE UPDATE ~ A description of all 
meetings, conference calls, etc. that have taken place during the reporting period. Include progress on 
admini: ion and management issues (e.g. evaluating and managing subcontractor performance and 
personnel changes; 





SECTION II Part C: TECHNICAL PROGRESS - For each activity, document the results of work 
completed during the period covered in relation to proposed progress, effort and budget. The report shall be 
in sufficient detail to explain comprehensively the results achieved. The description shall include pertinent 
data and/or graphs in sufficient detail to explain any significant results achieved and preliminary 
conclusions resulting from analysis and scientific evaluation of data accumulated to date under the 
Contract. The report shall include a desci n of problems encountered and proposed corrective action; 
differences between planned and actual progress, why the differences have occurred and what corrective 
actions are planned; preliminary conclusions resulting from analysis and scientific evaluation of data 
accumulated to date under the project. The report should summarize progress made under each SOW task. 








Monthly Calls 


A conference call between the COR and the Contractor’s Project Leaders/delegates and designees shall 
occur monthly or as directed by the CO and COR. During this call the Contractor’s Project 
Leaders/delegates and designees will discuss the activities since the last call, any problems that have arisen 
and the activities planned until the next call takes place. The Contractor’s Project Leaders/delegates may 
choose to include other key personnel on the conference call to give detailed updates on specific projects as 
this may be requested by the COR. 





Project Meetings 


The Contractor shall participate in Project Meetings to coordinate the performance of the Contract, as 
requested by the COR. These meetings may include face-to-face meetings (kick-off meetings, project 
reviews, etc) with BARDA in Washington, D.C. and at work sites of the Contractor. Such meetings may 
include, but are not limited to, meetings of the Contractor to discuss study designs, site visits to the 
Contractor’s facilities, and meetings with the Contractor and DHHS officials to discuss the technical, 
regulatory, and ethical aspects of the program. Subject to the data rights provisions in this Contract, the 
Contractor will provide data, reports, and presentations to groups of outside experts and Government 
personnel as required by the CO and COR in order to facilitate review of contract activities. 


Electronic copies of the conference call meeting minutes/summaries by the Contractor shall be provided via 
e-mail to the CO and COR by the Contractor within five (5) business days after the conference call is held. 
The COR will review these minutes for approval within 15 business days. 


d. Experimental Protocols 
Notwithstanding guidance found under Article H in this document related to clinical protocols, the 
Contractor shall submit all study/experiment/test plans, designs, and other protocols to BARDA for review 


and comment before proceeding with a study. 


F.3 SUBJECT INVENTION REPORTING REQUIREMENT 





All reports and documentation required by FAR Clause 7-11 Patent Rights-Ownership by the Contractor, 
including, but not limited to, the invention disclosure report, the confirmatory license, and the Government 
support certification, one copy of an annual utilization report, and a copy of the final invention statement, shall be 
submitted to the CO. A final invention statement (see FAR 27.303 (b)(2)(ii)) shall be submitted to the CO prior 
to the closeout of the Contract. 


If no invention is disclosed or no activity has occurred on a previously disclosed invention during the applicable 
reporting period, a negative report shall be submitted to the CO at the address listed below. 


SECTION G — CONTRACT ADMINISTRATION DATA 


G.1. CONTRACTING OFFICER 
The following CO will represent the Government for the purpose of this Contract: 


Troy Francis 

Contracting Officer 
HHS/ASPR/AMCG 

O'Neill House Office Building 
Washington, DC 20515 





1) The CO is the only individual who can legally commit the Government to the expenditure of public 
funds. No person other than the CO can make any changes to the terms, conditions, general provisions, or 
other stipulations of this Contract. 

2) The CO is the only person with the authority to act as agent of the Government under this contract. Only 
the CO has authority to (1) direct or negotiate any changes in the Statement of Work; (2) modify or 
extend the period of performance; (3) change the delivery schedule; (4) authorize reimbursement to the 
Contractor of any costs incurred during the performance of this Contract; (5) otherwise change any terms 
and conditions of this Contract. 

3) No information other than that which may be contained in an authorized modification to this Contract, duly 
issued by the CO, which may be received from any person employed by the Government, other otherwise, 
shall be considered grounds for deviation from any stipulation of this Contract. 

4) The Government may unilaterally change its CO designation, after which it will notify the Contractor 
in writing of such change. 





G.2, CONTRACTING OFFICER'S REPRESENTATIVE (COR) 


The following COR will represent the Government for the purpose of this contract: 


Meghan Pennini 

Contracting Officer’s Representative 
HHS/ASPR/BARDA 

O'Neill House Office Building 
Washington, DC 20515 


meghan.loftuspennini@hhs.gov 


The COR is responsible for: 


1) Monitoring the Contractor's technical progress, including the surveillance and assessment of 
performance and recommending to the CO changes in requirements; 

2) Assisting the CO in interpreting the Statement of Work and any other technical performance 
requirements; 

3) Performing technical evaluation as required; 

) Performing technical inspections and acceptances required by this Contract; and 

5) Assisting in the resolution of technical problems encountered during performance. The 
Government may unilaterally change its COR designation, after which it will notify Contractor in 
writing of such change. 





G.3. KEY PERSONNEL 


Pursuant to the Key Personnel clause incorporated in Section I of this Contract, the following 
individuals are considered to be essential to the work being performed hereunder: 




















Name Title 

Dr. Thomas Yager Director of Research & Development 
Dr. Silvia Cermelli Director of Clinical Operations 

Dr. James Kirk Director of Product Development 





The key personnel specified in this Contract are considered to be essential to work performance. At least 30 days 
prior to diverting any of the specified individuals to other programs or contracts (or as soon as possible, if an 
individual must be replaced, for example, as a result of leaving the employ of the Contractor), the Contractor shall 
notify the CO and shall submit comprehensive justification for the diversion or replacement request (including 
proposed substitutions for key personnel) and qualifications (CV, etc) of the individual proposed as a substitute to 
permit evaluation by the Government of the impact on performance under this contract. The Contractor shall not 
divert or otherwise replace any key personnel without the written consent of the CO. The Government may modify 
the contract to add or delete key personnel at the request of the contractor or Government. 





G.4. INVOICING 


a. Invoices (see Attachment 2) will be submitted for each deliverable in accordance with Attachment 3. In 
the event that a deliverable is not submitted or not deemed acceptable for approval by the COR and CO, 
the CO reserves the right to not process the invoice and payment until an acceptable deliverable has 
been submitted and approved by the COR and CO. 


b. Unless otherwise stated in the instructions for completing this form, all columns A through H, shall be 
completed for each report submitted. 


c. The first financial report shall cover the period consisting of the first full three calendar months 
following the date of the Contract, in addition to any fractional part of the initial month. Thereafter, 
reports will be on a quarterly basis. 


d. The CO may require the Contractor to submit detailed support for costs contained in one or more 
interim financial reports. This clause does not supersede the record retention requirements in FAR Part 
47. 





e. The listing of expenditure categories to be reported is incorporated as a part of this Contract and can be 
found at Attachment 2. 


f. Invoices must include the cumulative total expenses to date, adjusted (as applicable) to show any 
amounts suspended by the Government. 


g. Contractor invoices/financial reports shall conform to the form, format, and content requirements of the 
instructions for Attachment 2, and be sent electronically to the following points of contact*. 
Additionally, the Contractor may be required to submit to a DRIVe specific invoice tracking system as 
will be directed by the CO. 











co COR PSC 

Troy Francis Meghan Pennini 

Contracting Officer Contracting Officer's ‘ 

troy.francis@hhs.gov _| Representative PSC Invoices hs. gov 
meghan.loftuspennini@hl 

















h. An electronic copy of the payment request shall be uploaded into the designated digital repository 
(DRIVe Digital Resources) and an e-mail notification of the upload will be provided to the CO and 
COR. 





* All invoice submi 
2008) 


ions shall be in accordance with FAR Clause 52.232-25, Prompt Payment (Oct 


G.5. POST AWARD EVALUATION OF CONTRACTOR PERFORMANCE 
Contractor Performance Evaluations 


Interim and final evaluations of Contractor performance will be prepared on this Contract in accordance with 
FAR Subpart 42.15. The final performance evaluation will be prepared at the time of completion of work. In 
addition to the final evaluation, an interim evaluation shall be submitted annually. 


Interim and final evaluations will be provided to the Contractor as soon as practicable after completion of the 
evaluation. The Contractor will be permitted thirty days to review the document and to submit additional 
information or a rebutting statement. If agreement cannot be reached between the parties, the matter will be 
referred to an individual one level above the CO. Should Contractor choose to do so, it may challenge that 
individual’s decision in accordance with FAR 52.233-1, incorporated herein by Section I. 


Copies of the evaluations, Contractor responses, and review comments, if any, will be retained as part of the 
contract file, and may be used to support future award decisions. 


EL ; C Perf Evaluati 


Contractors that have Internet capability may access evaluations through a secure Web site for review and 
comment by completing the registration form that can be obtained at the following address: 


http://www.cpars.csd.disa.mil/cparsmain.htm 





The registration process requires the Contractor to identify an individual that will serve as a primary contact and 
who will be authorized access to the evaluation for review and comment. In addition, the Contractor will be 
required to identify an alternate contact that will be responsible for notifying the cognizant contracting official in 
the event the primary contact is unavailable to process the evaluation within the required 30-day time frame. 


G.6. CONTRACT COMMUNICATIONS/CORRESPONDENCE (JULY 1999) 


The Contractor shall identify all correspondence, reports, and other data pertinent to this Contract by imprinting 
the contract number from Page 1 of the Contract. 


G.7. GOVERNMENT PROPERTY 

Contractor retains title to all property acquired as necessary to execute the work under this contract. 

SECTION H - SPECIAL CONTRACT REQUIREMENTS 

H.1 REPORTING MATTERS INVOLVING FRAUD, WASTE AND ABUSE 

Anyone who becomes aware of the existence or apparent existence of fraud, was id abuse in BARDA funded 
programs should report such matters to the DHHS Inspector General's Office in writing or on the Inspector 


General's Hotline. The toll free number is 1-800-HHS-TIPS (1-800- 447-8477). All telephone calls will be 
handled confidentially. The e-mail address is Htips@os.dhhs.gov and the mailing address is: 








Office of Inspector General 

Department of Health and Human Services TIPS 
HOTLINE 

P.O. Box 23489 Washington, D.C. 20026 


H.2 PROHIBITION ON CONTRACTOR INVOLVEMENT WITH TERRORIST ACTIVITIES 





The Contractor acknowledges that U.S. Executive Orders and Laws, including but not limited to 13224 and P.L. 
107-56, prohibit transactions with, and the provision of resources and support to, individuals and organizations 
associated with terrorism. It is the legal responsibility of the Contractor to ensure compliance with these 
Executive Orders and Laws. This clause must be included in all subcontract ied under this Contract. 






H.3 IDENTIFICATION AND DISPOSITION OF DATA 


The Contractor will be required to provide certain data generated under this Contract to DHHS. DHHS reserves the 
right to review any other data related to performance of this Contract. 


The Contractor shall keep copies of all data required by the FDA relevant to this Contract for the time specified by 
the FDA. 


H.4 EXPORT CONTROL NOTIFICATION 


Contractors are responsible for ensuring compliance with all export control laws and regulations that may be 
applicable to the export of and foreign access to their proposed technologies. Contractors may consult with the 
Department of State with any questions regarding the International Traffic in Arms Regulation (ITAR) (22 C.F.R. 
Parts 120-130) and /or the Department of Commerce regarding the Export Administration Regulations (15 C.F.R. 
Parts 730-774). 


H.5 CONFLICT OF INTEREST 


The Contractor represents and warrants that, to the best of the Contractor's knowledge and belief, there are no 
relevant facts or circumstances which could give rise to an organizational conflict of interest, as defined in FAR 
2.101 and Subpart 9.5, or that the Contractor has disclosed all such relevant information. Prior to commencement 
of any work, the Contractor agrees to notify the CO promptly that, to the best of its knowledge and belief, no 
actual or potential conflict of interest exists or to identify to the CO any actual or potential conflict of interest the 
firm may have. In emergency situations, however, work may begin but notification shall be made within five (5) 


working days. The Contractor agrees that if an actual or potential organizational conflict of interest is identified 
during performance, the Contractor shall promptly make a full disclosure in writing to the CO. This disclosure 
shall include a description of actions which the Contractor has taken or proposes to take, after consultation with 
the CO, to avoid, mitigate, or neutralize the actual or potential conflict of interest. The Contractor shall continue 
performance until notified by the CO of any contrary action to be taken. Remedies include termination of this 
Contract for convenience, in whole or in part, if the CO deems such termination necessary to avoid an 
organizational conflict of interest. If the Contractor was aware of a potential organizational conflict of interest 
prior to award or discovered an actual or potential conflict after award and did not disclose it or misrepresented 
relevant information to the CO, the Government may terminate the Contract for default, debar the Contractor from 
Government contracting, or pursue such other remedies as may be permitted by law or this Contract. 


H.6 INSTITUTIONAL RESPONSIBILITY REGARDING INVESTIGATOR FINANCIAL 
CONFLICTS OF INTEREST 


The Contractor shall comply with the requirements of 45 C.F.R. Part 94, Responsible Prospective 

Contractors, which promotes objectivity in research by establishing standards to ensure that investigators (defined as 
the principal investigator and any other person who is responsible for the design, conduct, or reporting of research 
funded under BARDA contracts) will not be biased by any conflicting financial interest. 


As required by 45 C.F.R. Part 94, the Contractor shall, at a minimum: 


a. Maintain a written, enforceable policy on conflict of interest that complies with 45 C.F.R. Part 94 and inform each 
investigator of the policy, the investigator's reporting respons and the applicable regulations. The Contractor 
must take reasonable steps to ensure that investigators working as collaborators or subcontractors comply with the 
regulations. 








s) to solicit and review financial disclosure statements from each investigator participating 
rch. Based on established guid nt with the regulations, the designated 
official(s) must determine whether a conflict of interest exists s should be taken to 
manage, reduce, or eliminate such conflict. A conflict of interest exists when the designated official(s) reasonably 
determines that a Significant Financial Interest could directly and significantly affect the design, conduct, or 
reporting of the BARDA-funded research. The Contractor may require the management of other conflicting 
financial interests in addition to those described in this paragraph, as it deems appropriate. Examples of conditions 
or restrictions that might be imposed to manage actual or potential conflicts of interests are included in 45 C.F.R. 
Part 94, under Management of Conflicting Interests. 















c. Require all financial disclosures to be updated during the period of the award, either on an annual basis or as new 
reportable Significant Financial Interests are obtained. 


d. Maintain records, identifiable to each award, of all financial disclosures and all actions taken by the Contractor 
with respect to each conflicting interest 3 years after final payment or, where applicable, for the other time periods 
specified in 48 C.F.R. Part 4, subpart 4.7, Contract Records Retention. 


e. Establish adequate enforcement mechanisms and provide for sanctions where appropriate. 

If a conflict of interest is identified, the Contractor shall report to the CO, the existence of the conflicting interest 
found. This report shall be made and the conflicting interest managed, reduced, or eliminated, at least on a 
temporary basis, within sixty (60) days of that identification. 


Tf the failure of an investigator to comply with the conflict of interest policy has biased the design, conduct, or 
reporting of the BARDA-funded research, the Contractor must promptly notify the CO of the corrective action taken 
or to be taken. The CO will take appropriate action or refer the matter to the Contractor for further action, which 
may include directions to the Contractor on how to maintain appropriate objectivity in the funded research. 


The CO may at any time inquire into the Contractor's procedures and actions regarding conflicts of interests in 
BARDA-funded research, including a review of all records pertinent to compliance with 45 C.F.R. Part 94. The CO 
may require submission of the records or review them on site. On the basis of this review, the CO may decide that a 


particular conflict of interest will bias the objectivity of the BARDA-funded research to such an extent that further 
corrective action is needed or that the Contractor has not managed, reduced, or eliminated the conflict of interest. 
The issuance of a Stop Work Order by the CO may be necessary until the matter is resolved. 


If the CO determines that BARDA-funded clinical research, whose purpose is to evaluate the safety or effectiveness 
of a drug, medical device, or treatment, has been designed, conducted, or reported by an investigator with a conflict 
of interest that was not disclosed or managed, the Contractor must require disclosure of the conflict of interest in 
each public presentation of the results of the research. 


H.7 NEEDLE DISTRIBUTION 


The Contractor shall not use contract funds to carry out any program of distributing sterile needles or syringes 
for the hypodermic injection of any illegal drug. 


H.8 DISSEMINATION OF FALSE OR DELIBERATELY MISLEADING INFORMATION 
The Contractor shall not use contract funds to disseminate information that is deliberately false or misleading. 
H.9 CONFIDENTIALITY OF INFORMATION 


a. Confidential information, as used in this article, means information or data of a personal nature about an 
individual, or proprietary information or data submitted by or pertaining to an institution or organization. 


b. The CO and the Contractor may, by mutual consent, identify elsewhere in this Contract specific information 
and/or categories of information which the Government will furnish to the Contractor or that the Contractor is 
expected to generate which is confidential and providing further that the Government is not entitled to unlimited 
rights to that information pursuant to FAR 52.227-14. Similarly, the CO and the Contractor may, by mutual 
consent, identify such confidential information from time to time during the performance of the contract. Failure 
to agree will be settled pursuant to the "Disputes" clause. 
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If it is established elsewhere in this Contract that information to be utilized under this Contract, or a portion 
thereof, is subject to the Privacy Act, the Contractor will follow the rules and procedures of disclosure set forth 
in the Privacy Act of 1974, 5 U.S.C. 552a, and implementing regulations and policies, with respect to systems 
of records determined to be subject to the Privacy Act. 








d, Confidential information, as defined in paragraph (a) of this article, shall not be disclosed without the prior 
written consent of the individual, institution, or organization. 





e. Whenever the Contractor is uncertain with regard to the proper handling of material under the Contract, or if the 
material in question is subject to the Privacy Act or is confidential information subject to the provisions of this 
article, the Contractor should obtain a written determination from the CO prior to any release, disclosure, 
dissemination, or publication. 


f. The provisions of paragraph (d) of this article shall not apply to conflicting or overlapping provisions in other 
Federal, State or local laws. 


H.10 ACCESS TO DOCUMENTATION/DATA 


The Government shall have physical and electronic access to all documentation and data generated under 
this Contract, including: all data documenting Contractor performance; all data generated; all 
communications and correspondence with regulatory agencies and bodies to include all audit 
observations, inspection reports, milestone completion documents, and all Offeror commitments and 
responses. Contractor shall provide the Government with an electronic copy of all correspondence and 
submissions to the FDA within 5 business days of receipt. The Government shall acquire unlimited rights 
to all data funded under this contract in accordance with FAR Subpart 27.4 and FAR Clause 52.227-14. 


H.11 [Reserved] 
H.12 ACKNOWLEDGMENT OF FEDERAL FUNDING 


Section 507 of P.L. 104-208 mandates that Contractors funded with Federal dollars, in whole or in part, 
acknowledge Federal funding when issuing statements, press releases, requests for proposals, bid solicitations and 
other documents. This requirement is in addition to the continuing requirement to provide an acknowledgment of 
support and disclaimer on any publication reporting the results of a contract funded activity. 


Publicati 1 Publ 


No information related to data obtained under this Contract shall be released or publicized without providing 
BARDA with at least thirty (30) days advanced notice and an opportunity to review the proposed release or 
publication. 


In addition to the requirements set forth in this Contract, Section 507 of P.L. 104-208 mandates that Contractors 
funded with Federal dollars, in whole or in part, acknowledge Federal funding when issuing statements, press 
releases, requests for proposals, bid solicitations and other documents. Contractors are required to state: 


(1) The percentage and dollar amounts of the total program or project costs financed with Federal money and; 


(2) The percentage and dollar amount of the total costs financed by non-governmental sources. For purposes of 
this Contract "publication" is defined as an issue of printed material offered for distrib 
communication or oral presentation of information, including any manuscript or scientific meeting abstract. Any 
publication containing data generated under this Contract must be submitted for BARDA review no less than 
thirty (30) calendar days for manuscripts and fifteen (15) calendar days for abstracts 

before submission for public presentation or publication. Contract support shall be acknowledged in all such 
publications substantially as follows: 











"This project has been funded in whole or in part with Federal funds from the Department of Health and Human 
Services; Office of the Assistant Secretary for Preparedness and Response; Biomedical Advanced Research and 
Development Authority, under Contract No. 75A50120C00125.” 


Press Releases 


Misrepresenting contract results or releasing information that is injurious to the integrity of BARDA may be 
construed as improper conduct. Press releases shall be considered to include the public release of information to 
any medium, excluding peer-reviewed scientific publications. With the exception of ad-hoc press releases 
required by applicable law or regulations, the Contractor shall ensure that the COR has received an advance copy 
of any press release related to the contract not less than two (2) business days prior to the issuance of the press 
release. 





The Contractor shall acknowledge the support of the Department of Health and Human Service, Office of the 
Assistant Secretary for Preparedness and Response, Biomedical Advanced Research and Development 
Authority, whenever publicizing the work under this contract in any media by including an acknowledgment 
substantially as follows: 


"This project has been funded in whole or in part with Federal funds from the Department of Health and Human 
Services; Office of the Assistant Secretary for Preparedness and Response; Biomedical Advanced Research and 
Development Authority, Division of Research Innovation and Ventures under Contract No. 75A50120C00125.” 


a. Contractor Use of the Powered by DRIVe Logo 


1) For the limited purposes of the Contractor's participation related to the subject DRIVe contract, Contractor is 


permitted to use the following logo (the “Logo”) for the period of performance of this Contract (or for a longer 
period, if agreed between the parties), subject to the Contractor’s full performance of the terms and conditions of 
the subject Contract and provided that Contractor shall cease to use the Logo immediately upon BARDA’s 
request. 


DRIVe 


2) The Contractor’s use of the term “Powered by DRIVe” shall be subject to DRIVe Brand Guidelines. 


3) Any other use of the DRIVe name, its Logo, service marks or trademarks, or any of its other 
distinguishable marks, whether registered or not, shall be limited to those granted by the express, 
written permission of the BARDA. Those to whom such permission is granted must agree that 
BARDA shall remain the final arbiter of the use of the mark or Logo. 





b. BARDA Use of Contractor Logo 


Contractor hereby grants BARDA/DRIVe the right to use Contractor's corporate logo (and other artwork as agreed 
to by the parties), for presentations, internal and external websites, and other reasonable promotional and reporting 
uses relating to the project during the period of performance of the Contract (or for a longer period, if agreed 
between the parties). 


H.13 [Reserved] 

H.14 PRIVACY ACT APPLICABILITY 

Notification is hereby given that the Contractor and its employees are subject to criminal penalties for violation of 
the Privacy Act to the same extent as employees of the Government. The Contractor shall assure that each of its 
employees knows the prescribed rules of conduct and that each is aware that he or she can be subjected to criminal 
penalty for violation of the Act. A copy of 45 C.F.R. Part 5b, Privacy Act Regulations, may be obtained at 
https://www.gpo.gov/fdsys/granule/CFR-2007- title45-voll/CFR-2007-title45-voll-part5b. 


The Contractor is responsible for monitoring contractor compliance with the Privacy Act. 


The Contractor shall follow the Privacy Act guidance as contained in the Privacy Act System of Records number 
09-25-0200. 


H.15 LABORATORY LICENSE REQUIREMENTS 

The Contractor shall comply with all applicable requirements of Section 353 of the Public Health Service Act 
(Clinical Laboratory Improvement Act as amended) (42 U.S.C. 263a) and 42 CFR Part 493. This requirement shall 
also be included in any subcontract for services under the Contract. 


H.16 QUALITY ASSURANCE (QA) AUDIT REPORTS 





BARDA reserves the right to participate in QA audits as related to activities funded under this Contract. Upon 
completion of the audit/site visit the Contractor shall provide a report capturing the findings, results and next 
steps in proceeding with the subcontractor. If action is requested of the subcontractor, detailed concerns for 


addressing areas of non-conformance to FDA regulations for GLP, GMP, or GCP guidelines, as identified in the 
audit report, must be provided to BARDA. The Contractor shall provide responses from the subcontractors to 
address these concerns and plans for corrective action execution. 


¢ Contractor shall notify CO and COR of upcoming, ongoing, or recent audits/site visits of 
subcontractors as part of weekly communications. 

¢ — Contractor shall notify the COR and CO within five (5) business days of report 
completion. 


H.17 BARDA AUDITS 


Contractor shall accommodate periodic or reasonable ad hoc site visits during normal business hours by the 
Government with forty-eight (48) hours advance notice. If the Government, the Contractor, or other parties 

identifies any issues during an audit, the Contractor shall capture the issues, identify potential solutions, and 
provide a report to the Government. 





e — Ifissues are identified during the audit, Contractor shall submit a report to the CO and COR 
detailing the finding and corrective action(s) within 10 business days of the audit. 

¢ COR and CO will review the report and provide a response to the Contractor with ten (10) business 
days. 

¢ Once corrective action is completed, the Contractor will provide a final report to the CO and COR. 


H.18 RESTRICTION 





EMPLOYMENT OF UNAUTHORIZED ALIEN WORKERS 


The Contractor shall not use Contract funds to employ workers described in Section 274A (h)(3) of the 
Immigration and National Act, which reads as follows: 


“(3) Definition of unauthorized alien — As used in this Section, the term ‘unauthorized alien’ with respect to the 
employment of an alien at a particular time, that the alien is not at that time either an alien lawfully admitted for 
permanent residence, or (B) authorized to be so employed by this Act or by the Attorney General.” 


H.19 NOTIFICATION OF CRITICAL PROGRAMMATIC CONCERNS, RISKS, OR POTENTIAL 
RISKS 


If any action occurs that creates a cause for critical programmatic concern, risk, or potential risk to BARDA or 
the Contractor an Incident Report shall be delivered to BARDA. 


¢ Within 48 hours of activity or incident or within 24 hours for a security related activity or incident, 
Contractor must notify BARDA. 

¢ Additional updates due to COR and CO within 48 hours of additional developments. 

¢ — Contractor shall submit within 5 busi days a Corrective Action Plan (if deemed necessary 
by either party) to address any potential issues. 









If corrective action is deemed necessary, Contractor must address in writing its consideration of concerns raised by 
BARDA within 5 business days of receiving comments by BARDA. 


H.20 [Reserved] 

H.21 DISSEMINATION OF INFORMATION (May 2004) 

Other than scientific and technical data for which the Contractor can assert a copyright under FAR Clause 52.227- 
14 (c), no information related to data obtained under this Contract shall be released or publicized without the prior 
written consent of the CO. In the event that the Contractor seeks to publicize scientific and technical data, the 


contractor shall provide BARDA, through the COR, with a minimum of thirty (30) business days to review the 
particular scientific and technical data prior to publication. 
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H.22 REGISTRATION WITH THE SELECT AGENT PROGRAM FOR WORK INVOLVING THE 
POSSESSION, USE, AND/OR TRANSFER OF SELECT BIOLOGICAL AGENTS OR TOXINS 


Work involving select biological agents or toxins shall not be conducted under this Contract until the 
Contractor and any affected subcontractor(s) are granted a certificate of registration or are authorized to work 
with the applicable select agents. 


For prime or subcontract awards to domestic institutions who possess, use, and/or transfer Select Agents under 
this contract, the institution must complete registration with the Centers for Disease Control and Prevention 
(CDC), DHHS or the Animal and Plant Health Inspection Services (APHIS), U.S. Department of Agriculture 
(USDA), as applicable, before performing work involving Select Agents, in accordance with 42 C.F.R. Part 73. 
No Government funds can be used for work involving Select Agents, as defined in 42 C.F.R. Part 73, if the final 
registration certificate is denied. 





For prime or subcontract awards to foreign institutions who possess, use, and/or transfer Select Agents under this 
Contract, the institution must provide information satisfactory to the Government that a process equivalent to that 
described in 42 C.F.R. Part 73 (http://www.cde.gov/od/sap/docs/42cfr73.pdf ) for U.S. institutions is in place and 
will be administered on behalf of all Select Agent work sponsored by these funds before using these funds for any 
work directly involving the Select Agents. The Contractor must provide information addressing the following key 
elements appropriate for the foreign institution: safety, security, training, procedures for ensuring that only 
approved/appropriate individuals have access to the Select Agents, and any applicable laws, regulations and 
policies equivalent to 42 C.F.R. Part 73. The Government will assess the policies and procedures for 
comparability to the U.S. requirements described in 42 C.F.R. Part 73. When requested by the CO, the Contractor 
shall provide key information delineating any laws, regulations, policies, and procedures applicable to the foreign 
institution for the safe and secure po: jon, use, and transfer of Select Agents. This includes summaries of 
safety, security, and training plans, and applicable laws, regulations, and policies. For the purpose of security risk 
assessments, the Contractor must provide the names of all individuals at the foreign institution who will have 

access to the Select Agents and procedures for ensuring that only approved and appropriate individuals have 

access to Select Agents under the Contract. 
















Listings of HHS select agents and toxins, biologic agents and toxins, and overlap agents or toxins as well as 
information about the registration process, can be obtained on the Select Agent Program Web site at 








H.23 MANUFACTURING STANDARDS 


The Good Manufacturing Practice Regulations (GMP) (21 C.F.R. Part 820) will be the standard to be applied for 
manufacturing, processing, packaging, storage and delivery of this product. 


If at any time during the life of the Contract, the Contractor fails to comply with GMP in the manufacturing, 
processing, packaging, storage, stability and other testing of the manufactured drug substance or product and 
delivery of this product and such failure results in a material adverse effect on the safety, purity or potency of the 
product (a material failure) as identified by the FDA, the Contractor shall have thirty (30) calendar days from the 
time such material failure is identified to cure such material failure. If, within the thirty (30) calendar day period, 
the Contractor fails to take such an action to the satisfaction of the Government Project Officer/COR, or fails to 
provide a remediation plan that is acceptable to the COR, then the Contract may be terminated. 


H.24 LABORATORY LICENSE REQUIREMENTS 


The Contractor shall comply with all applicable requirements of 21 C.F.R. Part 58 and FDA Medical Device GMP 
Guidance. This requirement shall also be included in any subcontract for services under the Contract. 


H.25 SHARING RESEARCH DATA 
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The Contractor's data sharing plan, due date to be determined at contract award, is hereby incorporated by reference. 
The Contractor agrees to adhere to its plan and shall request prior approval of the CO for any changes in its plan. 


BARDA endorses the sharing of final research data to serve health. This contract is expected to generate research 
data that must be shared with the public and other researchers. 


BARDA recognizes that data sharing may be complicated or limited, in some cases, by institutional policies, local 
IRB rules, as well as local, state and Federal laws and regulations, including the Privacy Rule (see HHS-published 
documentation on the Health Information Privacy at http://www.hhs.gov/ocr/privacy/index.html). The rights and 
privacy of people who participate in BARDA-funded research must be protected at all times; thus, data intended for 
broader use should be free of identifiers that would permit linkages to individual research participants and variables 
that could lead to deductive disclosure of the identity of individual subjects. 





H.26 PUBLIC ACCESS TO ARCHIVED PUBLICATIONS RESULTING FROM ASSISTANT 
SECRETARY FOR PREPAREDNESS AND RESPONSE (ASPR) FUNDED RESEARCH 


All ASPR-funded investigators shall submit to the National Institutes of Health (NIH) National Library of 
Medicine's (NLM) PubMed Central (PMC) an electronic version of the author's final manuscript, upon acceptance 
for publication, of any peer-reviewed scientific publications resulting from research supported in whole or in part 
with Federal funds from the Department of Health and Human Services; Office of the Assistant Secretary for 
Preparedness and Response. ASPR defines the author's final manuscript as the final version accepted for journal 
publication, and includes all modifications from the publishing peer review process. The PMC archive will preserve 
permanently these manuscripts for use by the public, health care providers, educators, scientists, and ASPR. The 
Policy directs electronic submissions to the NIH/NLM/PMC: http://www.pubmedcentral.nih.gov. 








H.27 [Reserved] 
H.28 [Reserved] 
H.29 CLINICAL TERMS OF AWARD 


In addition to those terms and conditions outlined under applicable HHSAR clauses incorporated by reference by 
Section I of this Contract, the following clinical terms of award detail an agreement between the BARDA and the 
Contractor; they apply to all contracts involving clinical research. 


Draft protocols for each clinical study will be submitted to BARDA for evaluation and comment. BARDA 
comments will be addressed and/or incorporated into the draft protocol prior to submission to the FDA for comment, 
if required and as appropriate. 


BARDA shall have unlimited rights to all protocols, data generated from the execution of these protocols, and final 
reports, funded by BARDA under this Contract, as defined in Rights in Data Clause in FAR 52.227-14. BARDA 
reserves the right to request that the Contractor provide any contract deliverable in a non-proprietary form without 
any restrictive legends to ensure BARDA has the ability to review and distribute the deliverables, as BARDA deems 
necessary. 


Important information regarding performing human subject research is available here and should be addressed by 
the contractor. https://www.hhs.gov/ohrp/ 


Any updates to clinical studies (enrollment, technical results, etc) are to be addressed in the Monthly and Annual 
Progress Reports, as well as technical monthly calls. The Contractor shall advise the COR or designee in writing 
and via electronic communication in a timely manner of any issues potentially affecting contract performance. 


i. Safety and Monitoring Issues 


a. Institutional Review Board or Independent Ethics Committee Approval 
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Before award and then with the annual progress report, the Contractor must submit to BARDA a copy of 
the current IRB-or IEC-approved informed consent document, documentation of continuing review and 
approval and the OHRP federal wide assurance number for the institution or site. 


Tf other institutions are involved in the research (e.g., a multicenter clinical trial or study), each institution’s 
IRB or IEC must review and approve the protocol. They must also provide BARDA initial and annual 
documentation of continuing review and approval, including the current approved informed consent 
document and federal wide number. 

The Contractor must ensure that the application as well as all protocols are reviewed by their IRB or IEC. 
To help ensure the safety of participants enrolled in BARDA-funded studies, the Contractor must provide 
BARDA copies of documents related to all major changes in the status of ongoing protocols, including the 


following: 


e All amendments or changes to the protocol, identified by protocol version number, date, or both 
and dates it is valid. 


e All changes in informed consent documents, identified by version number, dates, or both and dates 
it is valid. 


¢ Termination or temporary suspension of patient accrual. 
¢ Termination or temporary suspension of the protocol. 


e Any change in IRB approval. 





e Any other problems or issues that could affect the participants in the studies. 

The Contractor must notify BARDA through the COR or CO of any of the above changes within five (5) 
working days by email or fax, followed by a letter signed by the institutional business official, detailing 
notification of the change of status to the local IRB and a copy of any responses from the IRB or IEC. 








If a clinical protocol has been reviewed by an institutional biosafety committee (IBC) or the NIH 
Recombinant DNA Advisory Committee (RAC), the Contractor must provide information about the initial 
and ongoing review and approval, if any. See the NIH Guidelines for Research Involving Recombinant 
DNA Molecules. 


Data and Safety Monitoring Requirements 


BARDA strongly recommends independent safety monitoring for clinical trials of investigational drugs, 
devices, or biologics; clinical trial of licensed products; and clinical research of any type involving more 
than minimal risk to volunteers. Independent monitoring can take a variety of forms. Phase III clinical trials 
must be reviewed by an independent data and safety monitoring board (DSMB); other trials may require 
DSMB oversight as well. The Contractor shall inform BARDA of any upcoming site visits and/or audits of 
CRO facilities funded under this effort. BARDA reserves the right to accompany the Contractor on site 
visits and/or audits of CROs as BARDA deems necessary. The Contractor shall inform BARDA 30 days in 
advance of a DSMB board meetings for studies funded under this effort. BARDA reserves the right to 
participate in the DSMB board meetings on an impromptu basis as a non-voting member, if feasible per the 
structure of the study. If not, the communications from the DSMB to the Contractor should be made 
available to BARDA upon receipt. 





A risk is minimal where the probability and magnitude of harm or discomfort anticipated in the proposed 
research are not greater than those ordinarily encountered in daily life or during the performance of routine 
physical or psychological examinations or tests. For examples, the risk of drawing a small amount of blood 
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from a healthy individual for research purposes is no greater than the risk of doing so as part of a routine 
physical examination (45 C.F.R. § 46.102(j)). 


Final decisions regarding the type of monitoring to be used must be made by the Contractor, based on FDA 
and BARDA guidance, before enrollment starts. Discussions with the responsible BARDA PO/COR 
regarding appropriate safety monitoring must take place, and the Contractor must submit a written response 
to all concerns raised by BARDA, before patient enrollment begins and may include discussions about the 
appointment of one of the following: 


Independent Safety Monitor — a physician or other appropriate expert who is independent of the study 
and available in real time to review and recommend appropriate action regarding adverse events and other 
safety issues. 


Independent Monitoring Committee (IMC) or Safety Monitoring Committee (SMC) — a small group 
of independent investigators and biostatisticians who review data from a particular study. 


Data and Safety Monitoring Board — an independent committee charged with reviewing safety and trial 
progress and providing advice with respect to study continuation, modification, and termination. The 
Contractor may use an established BARDA DSMB or to organize an independent DSMB. All phase III 
clinical trials must be reviewed by a DSMB; other trials may require DSMB oversight as well. Please refer 
to: NIAID Principles for Use of a Data and Safety Monitoring Board (DSMB) For Oversight of Clinical 

s Policy. BARDA should be provided documentation from DSMB and should be provided with any 
decisions by Contractor regarding the DMSB as it relates to work under this contract. 





When a monitor or monitoring board is organized, a description of it, its charter or operating procedures 
(including a proposed meeting schedule and plan for review of adverse events), and roster and curriculum. 
vitae from all members must be submitted to BARDA before enrollment starts. If concerns are raised, 
Contractor must address all concerns to BARDA, in writing, before enrollment begins. The Contractor will 
also ensure that the monitors and board members report any conflicts of interest and the Contractor will 
maintain a record of this. The Contractor will share conflict of interest reports with BARDA. 


Additionally, the Contractor must submit written summaries of all reviews conducted by the monitoring 
group to the BARDA within thirty (30) days of reviews or meetings. 


BARDA Protocol Review Process Before Patient Enrollment Begins 


BARDA has a responsibility to ensure that mechanisms and procedures are in place to protect the safety of 
participants in BARDA-supported ical trials. Therefore, before patient accrual or participant enrollment, 
the Contractor must ensure the following (as applicable) are in place at each participating institution, prior to 
patient accrual or enrollment: 





¢ — IRB- or IEC-approved clinical research protocol identified by version number, date, or both, including 
details of study design, proposed interventions, patient eligibility, and exclusion criteria. 

¢ Documentation of IRB or IEC approval, including OHRP federal wide number, IRB or IEC 
registration number, and IRB and IEC name. 

¢ — IRB- or IEC- approved informed consent form/document, identified by version number, date, or both 
and dates it is valid. 

e Plans for the management of side effects. 

e Procedures for assessing and reporting adverse events. 

e Plans for data and safety monitoring (see above) and monitoring of the clinical study site, pharmacy, 
and laboratory. 

¢ Documentation that the Contractor and all study staff responsible for the design or conduct of the 
research have received training in the protection of human subjects. 


Documentation to demonstrate that each of the above items are in place shall be submitted to BARDA) for 
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iii. 


evaluation and comment in conjunction with the protocol. Execution of clinical studies requires written 
authorization from BARDA in accordance with this section of this contract. 


Investigational New Drug or Investigational Device Exemption Requirements 


Consistent with federal regulations, applicable clinical research projects involving the use of investigational 

therapeutics, vaccines, or other medical interventions (including licensed products and devices for a purpose 
other than that for which they were licensed) in humans under a research protocol must be performed under 

a FDA investigational new drug (IND) or investigational device exemption (IDE). 


Where an IND and IDE is otherwise required, exceptions must be granted in writing by FDA. If the 
proposed clinical trial will be performed under an IND or IDE, the Contractor must provide BARDA with 
the name and institution of the IND or IDE sponsor, the date the IND or IDE was filed with FDA, the FDA 
IND or IDE number, any written comments from FDA, and the written responses to those comments. 


In instances in which an IND or IDE is required, unless FDA notifies Contractor otherwise, the Contractor 
must wait thirty (30) calendar days from FDA receipt of an initial IND or IDE application before initiating a 
clinical trial. 


The Contractor must notify BARDA if the FDA places the study on clinical hold and provide BARDA any 
written comments from FDA, written responses to the comments, and documentation in writing that the hold 
has been lifted. 


The Contractor must not use grant or contract funds during a clinical hold to fund clinical studies that are on 
hold other than costs that are associated with activities related to patients coming off study, monitoring, or 
ending the study. The Contractor must not enter into any new financial obligations related to clinical 
activities for the 1 trial on clinical hold. 





Required Time-Sensitive Notification 


a. Under an IND or IDE, the sponsor must provide FDA safety reports of serious adverse events. 
Under these Clinical Terms of Award, the Contractor must submit copies to the responsible 
BARDA representative or the COR as follows: 


e Expedited safety report of unexpected or life-threatening experience or death. A copy of any 
report of unexpected or life-threatening experience or death associated with the use of an IND 
drug, which must be reported to FDA by telephone or fax as soon as possible but no later than 
seven (7) days after the IND sponsor’s receipt of the information, must be submitted to BARDA 
representative or COR within 24 hours of FDA notification. 





e Expedited safety reports of serious and unexpected adverse experiences. A copy of any report of 
unexpected and serious adverse experience associated with use of an IND drug or any finding 
from tests in laboratory animals that suggests a significant risk for human subjects, which must 
be reported in writing to FDA as soon as possible but no later than 15 days after the IND 
sponsor’s receipt of the information, must be submitted to the BARDA representative or COR 
within 24 hours of FDA notification. 





¢ IDE reports of unanticipated adverse device effect. A copy of any reports of unanticipated 
adverse device effect submitted to FDA must be submitted to BARDA representative or COR 
within 24 hours of FDA notification. 


«Expedited safety reports. Sent to BARDA representative or the COR concurrently with the 
report to FDA. 


¢ Other adverse events documented during the course of the trial should be included in the annual 
IND or IDE report and reported to BARDA annually. 
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b. Safety reporting for research not performed under an IND or IDE: 


Final decisions regarding ongoing safety reporting requirements for research not performed under 
an IND or IDE must be made jointly by the BARDA PO or the COR and the Contractor. 


In case of problems or issues the COR will contact the Contractor within ten (10) working days by 
email or fax, followed within thirty (30) calendar days by an official letter to the Contractor’s Project 
Manager, with a copy to the institutions’ office of sponsored programs, listing issues and appropriate 
actions to be discussed. 


c. Human Material (Assurance of OHRP Compliance). 


The acquisition and supply of all human specimen material (including fetal material) used under this 
Contract shall be obtained by Contractor in full compliance with applicable Federal, State and Local laws 
and the provisions of the Uniform Anatomical Gift Act in the United States, and no undue inducements, 
monetary or otherwise, will be offered to any person to influence their donation of human material. 


The Contractor shall provide written documentation that all human materials obtained as a result of research 
involving human subjects conducted under this Contract, by collaborating sites, or by subcontractors 
identified under this Contract, were obtained with prior approval by the Office for Human Research 
Protections (OHRP) of an Assurance to comply with the requirements of 45 C.F.R. 46 to protect human 
research subjects. This restriction applies to all collaborating sites without OHRP-approved Assurances, 
whether domestic or foreign, and compliance must be ensured by Contractor. 


Provision by the Contractor to the CO of a properly completed "Protection of Human Subjects Assurance 
Identification/IRB Certification/Declaration of Exemption", Form OMB No. 0990-0263(formerly Optional 
Form 310), certifying IRB review and approval of the protocol from which the human materials were 
obtained constitutes the written documentation required. The human subject certification can be met by 
submission of a self-designated form provided that it contains the information required by the "Protection of 
Human Subjects Assurance Identification/IRB Certification/Declaration of Exemption", Form OMB No. 
0990-0263 (formerly Optional Form 310). 








H.30 HEALTH RESOURCES PRIORITIES AND ALLOCATIONS SYSTEM 


HHS reserves the right to exercise priorities and allocations authority with respect to this contract, to include rating 
this order in accordance with 45 CFR Part 101, Subpart A—Health Resources Priorities and Allocations System. 
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PART II - CONTRACT CLAUSES 


SECTION I - CONTRACT CLAUSES 


1.1. FAR 52.252-2, CLAUSES INCORPORATED BY REFERENCE (FEBRUARY 1998) 


This contract incorporates the following clauses by reference, with the same force and effect as if they were 
given in full text. Upon request, the CO will make their full text available. Also, the full text of a clause may be 
accessed electronically at: http://www.acquisition.gov/far. HHSAR clauses at 

http://www.hhs. gov/policies/hhsar/subpart352.html 








a. FEDERAL ACQUISITION REGULATION (FAR) (48 CFR CHAPTER 1) CLAUSES: 
































Reg Clause Title 

FAR Definitions 

FAR Gratuities 

FAR Covenant Against Contingent Fees 

FAR Restrictions on Subcontractor Sales to the Government 

FAR Anti-Kickback Procedures 

FAR Cancellation, Rescission, and Recovery of Funds for Illegal or 
Improper Activity 

FAR Price or Fee Adjustment for Illegal or Improper Activity 

FAR Certification and Dis sure Regarding Payments to Influence 
Certain Federal Transactions 

FAR Limitation on Payments to Influence Certain Federal Transactions 

FAR Contractor Code of Business Ethics and Conduct 

FAR Display of Hotline Poster(s) 

FAR Contractor Employee Whistleblower Rights and Requirement To 
Inform Employees of Whistleblower Rights 

FAR Prohibition on Requiring Certain Internal Confidentiality Agreements or 
Statements 

FAR Administrative Matters Provisions and Clauses 

FAR oe or Copied Double-Sided on Postconsumer Fiber Content 

FAR 52.204-7 System for Award Management 

FAR Annual Representations and Certifications 

FAR Reporting Executive Compensation and First-Tier Subcontract 
Awards 

FAR System for Award Management Maintenance 

FAR Commercial and Government Entity Code Reporting. 

FAR Commercial and Government Entity Code Maintenance 

FAR Incorporation by Reference of Representations and Certifications 

Pan een ee 

FAR 52.204-25 Aug 2019 Prohibition on Contracting for Certain Telecommunications and Video 





Surveillance Services or Equipment 
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FAR 
FAR 


FAR 


FAR 
FAR 
FAR 
FAR 
FAR 
FAR 
FAR 
FAR 
FAR 
FAR 
FAR 
FAR 
FAR 
FAR 
FAR 


FAR 


FAR 
FAR 
FAR 
FAR 


FAR 
FAR 


FAR 


FAR 
FAR 
FAR 


FAR 
FAR 


FAR 


FAR 
FAR 


52.207-1 May 2006 


52.209-6 2015 
52.209. jul 2013 
52.209-10 
52.210-1 [Apr 2011 
52.215-2 
52.215-8 Oct 1997 
52.215-14 __ [Oct 2010 


0. 
52.215 
52.215-23 __|Oct 2009 
52.219-8 Oct 2014 
52.219-28 ul 2013 
52.222-21__ [Apr 2015 
52.222-25 __[Apr 1984 
52,222-35 [Oct 2015 
52.222-36 ul 2014 
52.222-37 __|Feb 2016 
52.222-38 __|Feb 2016 
el ee 
52.222-41 __ [Aug 2018 
52.222-50 __ [Mar 2015 
52.222-54___ [Oct 2015 
52.223-6 May 2001 
8 

5. 0. 
52.227- C 

7-2 


10 
a 
225-13 

7 


fans paw _| 


52.227-3 Apr 1984 
52.227-11 May 2014 


Ui 
er 


1 
2’ 


S2.227-14 May 2014 


52.227. Dec 21 


52.227-16 june 1987 





Notice of Standard Competition 


Protecting the Government's Interests When Subcontracting With 
Contractors Debarred, Suspended, or Proposed for Debarment 


Updates of Publicly Available Information Regarding 
Responsibility Matters 


Prohibition on Contracting with Inverted Domestic Corporations 
Market Research 

Audit and Records — Negotiation 

Order of Precedence - Uniform Contract Format 

Integrity of Unit Prices (Over the Simplified Acquisition Threshold 
Limitations on Pass-Through Charges—Identification of 
Subcontract Effort 

Limitations on Pass-Through Charges 

Utilization of Small Business Concerns 

Post-Award Small Business Program Representation 

Prohibition of Segregated Facilities 

Affirmative Action Compliance 

Equal Opportunity for Veterans ($150,000 or more) 





Equal Opportunity for Workers with Disabilities 
Employment Reports on Veterans 


Compliance with Veterans’ Employment Reporting Requirements 





ion of Employee Rights Under the National Labor 
Relations Act 


Service Contract Labor Standards. 





Combating Traff 
Employment Eligibility Verification 


ing in Persons 


Drug-Free Workplace 

Encouraging Contractor Policy to Ban Text Messaging While 
Driving 

Restrictions on Certain Foreign Purchases 

Prohibition on Contracting with Entities Engaging in Certain 


Act or Transactions Relating to Iran—Representation and 
Certifications 








Utilization of Indian Organizations and Indian-Owned Economic 
Enterprises. 


Authorization and Consent, Alternate 1 (APR 1984) 


Notice and Assistance Regarding Patent and Copyright 
Infringement 


Patent Indemnity ALT 1 
Patent Rights — Ownership by the Contractor 
Rights in Data — General 


Representation of Limited Rights Data and Restricted Computer 
Software 


Additional Data Requirements 
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FAR [52.228-7 Mar 1996 Insurance — Liability to Third Persons 

FAR Federal, State, and Local Taxes. 

FAR Payments Under Fixed-Price Research and Development Contracts 
FAR Limitation of Cost 

FAR Assignment of Claims 

FAR Prompt Payment 


FAR 32-33 ul 2013 Payment by Electronic Funds Transfer—System for Award 
Management 
FAR 52.232.39 jun 2013 Unenforceability of Unauthorized Obligations 


FAR 52.232-40 IDec 2013 Providing Accelerated Payments to Small Business Subcontractors 





FAR May 2014 Disputes 
FAR Sep 2006 Service of Protest 


FAR Protest After Award 

FAR Applicable Law for Breach of Contract Claim 

FAR Notice of Intent to Disallow Costs 

FAR Penalties for Unallowable Costs 

FAR Certification of Final Indirect Costs 

FAR Bankruptcy 

FAR Stop Work Order 

FAR Changes — Fixed Price Alternate V 

FAR Subcontracts, Alternate 1 (Jun 2007) 

FAR Competition in Subcontracting 

FAR Subcontracts for Commercial Items 

FAR Government Property 

FAR Use and Charges 

FAR Inspection of Services -- Fixed-Price 

FAR Inspection of Research and Development -- Fixed-Price 
FAR Inspection of Research and Development (Short Form) 
FAR Responsibility for Supplies 

FAR Limitation of Liability 

FAR Termination for Convenience of the Government (Fixed-Price) 
FAR Default (Fixed-Price Research and Development) 


FAR 52.253-1 jan 1991 Computer Generated Forms 





¥- 


DEPARTMENT OF HEALTH AND HUMAN SERVICES ACQUISITION REGULATION 
(HHSAR) (48 CFR CHAPTER 3) CLAUSES: 












Clause Title 
|Anti-Lobbying 
Printing and Duplication 
Paperwork Reduction Act 
\Contractor Cooperation in Equal Employment Opportunity Investigations 
Safety and Health 
Privacy Act 
{Confidential Information 













IHHSAR 





352.224-70 __ [Dec 2015 








IHHSAR 
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IHHSAR __[352.270-5b Dec 2015 ‘are of Live Vertebrate Animals. 
IHHSAR __|352.270-6 Dec 2015 Restriction on Use of Human Subjects. 
IHHSAR _ [352.270-9 Dec 2015 Non-discrimination for Conscience 


IHHSAR — 352.270-13 IDec 2015 {Continued Ban on Funding Abortion and Continued Ban on Funding of 
/Human Embryo Research. 


1.2. ADDITIONAL FAR CONTRACT CLAUSES INCLUDED IN FULL TEXT 





This contract incorporates the following clauses in full text. FEDERAL ACQUISITION REGULATION (FAR) (48 
CFR CHAPTER 1) CLAUSES: 


FAR Clause 52.219-28, Post-Award Small Business Program Representation (July 2013) 
a, Definitions . As used in this clause-- 


Long-term contract means a contract of more than five years in duration, including options. However, 
the term does not include contracts that exceed five years in duration because the period of 
performance has been extended for a cumulative period not to exceed six months under the clause at 
52.217-8, Option to Extend services, or other appropriate authority. 


Small business concern means a concern, including its affiliates that is independently owned and 
operated, not dominant in the field of operation in which it is bidding on Government contrac! 
qualified as a small business under the criteria in 13 CFR part 121 and the size standard in paragr: 
(c) of this clause. Such a concern is "not dominant in its field of operation" when it does not exerc 
controlling or major influence on a national basis in a kind of business activity in which a number of 
business concerns are primarily engaged. In determining whether dominance exists, consideration 
shall be given to all appropriate factors, including volume of busii number of employees, financial 
resources, competitive status or position, ownership or control of materials, processes, patents, license 
agreements, facilities, sales territory, and nature of business activity. 


















b. If the Contractor represented that it was a small business concern prior to award of this contract, the 
Contractor shall re-represent its size status according to paragraph (e) of this clause or, if applicable, 
paragraph (g) of this clause, upon the occurrence of any of the following: 








(1) Within 30 days after execution of a novation agreement or within 30 days after 
modification of the contract to include this clause, if the novation agreement was executed 
prior to inclusion of this clause in the contract. 





(2) Within 30 days after a merger or acquisition that does not require a novation or within 30 
days after modification of the contract to include this clause, if the merger or acquisition 
occurred prior to inclusion of this clause in the contract. 


(3) For long-term contracts-- 
(i) Within 60 to 120 days prior to the end of the fifth year of the contract; and 


(ii) Within 60 to 120 days prior to the date specified in the contract for exercising 
any option thereafter. 


c. The Contractor shall represent its size status in accordance with the size standard in effect at the time 
of this re-representation that corresponds to the North American Industry Classification System 
(NAICS) code assigned to this contract. The small business size standard corresponding to this 
NAICS code can be found at http://www.sba.gov/content/table-small-business-size-standards 





d. The small business size standard for a Contractor providing a product which it does not manufacture 
itself, for a contract other than a construction or service contract, is 500 employees. 


e. Except as provided in paragraph (g) of this clause, the Contractor shall make the representation 
required by paragraph (b) of this clause by validating or updating all its representations in the 
Representations and Certifications Section of the System for Award Management (SAM) and its other 
data in SAM, as necessary, to ensure that they reflect the Contractor's current status. The Contractor 
shall notify the contracting office in writing within the timeframes specified in paragraph (b) of this 
clause that the data have been validated or updated, and provide the date of the validation or update. 


f. If the Contractor represented that it was other than a small business concern prior to award of this 
contract, the Contractor may, but is not required to, take the actions required by paragraphs (e) or (g) 
of this clause. 


g. Ifthe Contractor does not have representations and certifications in SAM, or does not have a 
representation in SAM for the NAICS code applicable to this contract, the Contractor is required to 
complete the following representation and submit it to the contracting office, along with the contract 
number and the date on which the representation was completed: 





The Contractor represents that it [X] is, [ ] is not a small business concern under NAICS Code 541715 
assigned to this contract. 


(End of clause) 
FAR 52.204-21 Basic Safeguarding of Covered Contractor Information Systems (Jun 2016) 
(a) Definitions. As used in this clause-- 


“Covered contractor information system” means an information system that is owned or operated by a contractor 
that processes, stores, or transmits Federal contract information. 


“Federal contract information” means information, not intended for public release, that is provided by or generated 
for the Government under a contract to develop or deliver a product or service to the Government, but not including 
information provided by the Government to the public (such as on public Web sites) or simple transactional 
information, such as necessary to process payments. 





“Information” means any communication or representation of knowledge such as facts, data, or opinions, in any 
medium or form, including textual, numerical, graphic, cartographic, narrative, or audiovisual (Committee on 
National Security Systems Instruction (CNSSI) 4009). 


“Information system” means a discrete set of information resources organized for the collection, processing, 
maintenance, use, sharing, dissemination, or disposition of information (44 U.S.C. 3502). 


“Safeguarding” means measures or controls that are prescribed to protect information systems. 
(b) Safeguarding requirements and procedures. 
(1) The Contractor shall apply the following basic safeguarding requirements and procedures to protect 


covered contractor information systems. Requirements and procedures for basic safeguarding of covered 
contractor information systems shall include, at a minimum, the following security controls: 
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(i) Limit information system access to authorized users, processes acting on behalf of authorized 
users, or devices (including other information systems). 

(ii) Limit information system access to the types of transactions and functions that authorized 
users are permitted to execute. 

(iii) Verify and control/limit connections to and use of external information systems. 

(iv) Control information posted or processed on publicly accessible information systems. 
(v) Identify information system users, processes acting on behalf of users, or devices. 

(vi) Authenticate (or verify) the identities of those users, processes, or devices, as a prerequi 
allowing access to organizational information systems. 

(vii) Sanitize or destroy information system media containing Federal Contract Information before 
disposal or release for reuse. 

(viii) Limit physical access to organizational information systems, equipment, and the respective 
operating environments to authorized individuals. 

(ix) Escort visitors and monitor visitor activity; maintain audit logs of physical access; and control 
and manage physical access devices. 

(x) Monitor, control, and protect organizational communications (i.e., information transmitted or 
received by organizational information systems) at the external boundaries and key internal 
boundaries of the information systems. 

(xi) Implement subnetworks for publicly accessible system components that are physically or 
logically separated from internal networks. 

(xii) Identify, report, and correct information and information system flaws in a timely manner, 
(xiii) Provide protection from malicious code at appropriate locations within organizational 





ite to 








(xiv) Update malicious code protection mechat is when new releases are available. 
(xv) Perform periodic scans of the information system and real-time scans of files from external 
sources as files are downloaded, opened, or executed. 








a. Other requirements. This clause does not relieve the Contractor of any other specific safeguarding 
requirements specified by Federal agencies and departments relating to covered contractor information 
systems generally or other Federal safeguarding requirements for controlled unclassified information 
(CUI) as established by Executive Order 13556. 








(c) Subcontracts. The Contractor shall include the substance of this clause, including this paragraph (c), in 
subcontracts under this contract (including subcontracts for the acquisition of commercial items, other than 
commercially available off-the-shelf items), in which the subcontractor may have Federal contract information 
residing in or transiting through its information system. 


(End of clause) 


FAR 52.227-7 Patents - Notice of Government License (APR 1984) 


The Government is obligated to pay a royalty applicable to the proposed acquisition because of a license agreement 
between the Government and the patent owner. The patent number is ____ [Contracting Officer fill in], and the 
royalty rate is___ [Contracting Officer fill in]. If the offeror is the owner of, or a licensee under, the patent, 
indicate below: 





0 Owner 
O Licensee 


If an offeror does not indicate that it is the owner or a licensee of the patent, its offer will be evaluated by adding 
thereto an amount equal to the royalty 


(End of clause) 
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1.2. ADDITIONAL HHSAR CONTRACT CLAUSES INCLUDED IN FULL TEXT 


HHSAR 352.231-70 - Salary Rate Limitation (December 18, 2015) 


i. 


iii. 


Pursuant to the current and applicable prior HHS appropriations acts, payment of the direct salary of an 
individual at a rate in excess of the Federal Executive Schedule Level II in effect on the date Government 
funding was obligated. 

For purposes of the salary rate limitation, the terms “direct salary,” “salary”, and “institutional base salary”, 
have the same meaning and are collectively referred to as “direct salary”, in this clause. An individual’s direct 
salary is the annual compensation that the Recipient pays for an individual’s direct effort (costs) under the 
contract. Direct salary excludes any income that an individual may be permitted to earn outside of duties to 
the Recipient. Direct salary also excludes fringe benefits, overhead, and general and administrative expenses 
(also referred to as indirect costs or facilities and administrative [F&A] costs). 


Note: The salary rate limitation does not restrict the salary that an organization may pay an individual working 
under a Government contract, order, or OTAR; it merely limits the portion of that salary that may be paid with 
Federal funds. 


The salary rate limitation also applies to individuals under Sub-Recipient Agreements except to the extent that 
that a Sub-Recipient Agreement is awarded on a fixed-price basis without analysis of labor costs. If thi 
multiple-year contract, it may be subject to unilateral modification by the CO to ensure that an individual is not 
paid at a rate that exceeds the salary rate limitation provision established in the HHS appropriations act in 
effect when the expense is incurred regardless of the rate ally used to establish Agreement funding. 












See the salaries and wages pay tables on the U.S. Office of Personnel Management Web site for Federal 
Executive Schedule salary levels that apply to the current and prior periods 





(End of clause) 
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PART III - LIST OF DOCUMENTS, EXHIBITS AND OTHER ATTACHMENTS 
SECTION J - LIST OF ATTACHMENTS 
The following documents are attached and incorporated in this contract: 

Statement of Work, dated 10 June 2020 


Ts 
bs Sample Invoice/Financial Request Instructions 
3. Schedule of Payments 


PART IV - REPRESENTATIONS AND INSTRUCTIONS 


SECTION K - REPRESENTATIONS, CERTIFICATIONS AND OTHER STATEMENTS OF OFFERORS 
The following documents are incorporated by reference in this contract: 


a. Animal Research Assurance Identification Numbers: To be provided prior to study execution. 
b. Human Subjects Assurance Identification Numbers: To be provided prior to study execution. 


Pursuant to 45 CFR part 46, Protection of Human Research Subjects, the Contractor shall not expend funds under 
this award for research involving human subjects or engage in any human subject research activity prior to the 
Contracting Officer’s receipt of a certification that the research has been reviewed and approved by the 
Institutional Review Board (IRB) registered with OHRP. This restriction applies to all collaborating sites, whether 
domestic or foreign, and subcontractors. The Contractor must ensure compliance by collaborators and 
subcontractors. 


Attachment 1 


Biomedical Advanced Research and Development Authority (BARDA) 
Broad Agency Announcement BAA-20-100-SOL-0002 


Assessment & Triage of Patients with 

Escalating Signs of COVID-19 Disease 

Using a Host Response Test for Sepsis 
Area of Interest #4.1 (COVID-19) 


Statement of Work (SOW) 
PREAMBLE 


Independently, and not as an agent of the government, the contractor shall furnish all necessary 
services; qualified professional, technical, and administrative personnel; and material, equipment, 
and facilities not otherwise provided by the government under the terms of this contract, as needed 
to perform the tasks set forth below. 


The government reserves the right to modify the budget, progress, schedule, or milestones to add or 
delete processes, schedules, or deliverables if the need arises. Because of the nature of this research 
and development (R&D) contract and the complexities inherent in this and prior programs, at 
designated milestones the government will evaluate whether work should be redirected or removed, 
or whether schedule or budget adjustments should be made. The government reserves the right to 
change the product, process, schedule, or events to add or delete part or all of these elements as the 
need arises. 


Overall Objectives and Scope 


The overall objective of this contract is to evaluate the use of SeptiCyte RAPID as a triage tool for 
SARS-CoV-2 (+) patients. 


The scope of work for this contract includes main phases. 1) Extension of existing US clinical trials 
organized by Immunexpress to evaluate the use of SeptiCyte RAPID as a triage tool for SARS- 
CoV-2 (+) patients who show escalating signs of COVID-19 disease, thus may be at elevated risk 
of sepsis. 2) Modification of the SeptiCyte® RAPID cartridge workflow for sepsis diagnosis to 
accommodate EDTA blood samples for greater applicabi in typical hospital settings. 





The R&D effort for Assessment & Triage of Patients with Escalating Signs of COVID-19 
Disease Using a Host Response Test for Sepsis will progress in work segments with key 
Deliverables being due during the Base Period of performance of the contract (the Base Period will 
be labeled Contract Line Item Number (CLIN) 0001). Each Deliverable will require a concrete 
work segment with a well-defined objective, scope of work, and success metric for accomplishing 
the Deliverable. The work segments for each Deliverable may occur sequentially or 
simultaneously based on the project plan and needs of the project. 


In addition to the requirements outlined under “Section F.2 Deliverables” of the contract, the 
following deliverables are defined for this project: 


Deliverable 1 - Project Plan 

Deliverable 2 - Clinical Testing in ICU of SeptiCyte RAPID 

Deliverable 3 — Preparation and Submission of EUA 

Deliverable 4 — Clinical testing in ED of SeptiCyte RAPID 

Deliverable 5 —- Modified SeptiCyte RAPID cartridge to handle EDTA blood samples 
Deliverable 6 — Final Report and Final Data Package 


ay aepr 
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Deliverable 1: Project Plan 


Objective: 
Provide a detailed project plan outlining the goals, deliverables, and intended pathway for the project. 


Scope of Work: 

* Create a Gantt Chart that identifies all goals and deliverables for the project 

* Create a resource tracking document 

* Provide a description of the tools used to track and monitor the cost and schedule 
* Provide a Risk Management Plan for the entire project 


The Project Plan will be written around a three-phased approach for acquiring COVID-19 (+) PAXgene 
blood samples for assessment with SeptiCyte RAPID (Fig. 1). 


Phase 1: Acquisition of samples through the ip This trial was designed in 


consultation with FDA, as a requirement for 510k clearance of Immunexpress’ SeptiCyte RAPID test. 
The trial eee involves recruitment of up tof®)] patients at each of®]sites, with collection & running of 
PAXgene b amples. The NEPTUNE trial will recruit a minimum off) patients and a 
maximum Ama patients. For planning purposes, Immunexpress assumes that 20 of these patients 
will be COVID-19 (+). Note that, at present, reliable statistics for the prevalence of COVID-19 (+) in the 
ICU are not available, and this value may vary widely between ICUs. 











Phase 2: (4) recruitment 





2: Acquisition through an extension of the) rial. Once the ini | i 
targe' ; have been met, Immunexpress plans to leave thd trial open, but change the focus to 
recruitment of COVID-19 (+) patients specifically. Immunexpress will target an additional recruitment of up 
tof] COVID-19 (+) patients in the extension arm of the trial. Thus, from the combination of the original and 
extension arms of the fy 


patients. 


rial, Immunexpress expects to recruit a total of 100 COVID-19 (+) 





through a new trial in the Emergency Department (ED). Immunexpress will ask the 
s if they would be interested in a new trial to include patients in the ED. As a fall- 


back position, Tmmunexpress is actively engaged in discussion with two additional potential ED sites 
(OX) |). In either case, a trial in the ED would need to be done under a new IRB-approved 
Clinical trial protocol. 

















Immunexpress notes that recruitment into the existing{®)@___J trial can begin as soon as the sites are 
activated. Th) extension will require only a minor IRB review, as it does not propose any 


protocol changes and merely changes the focus to recruitment of COVID-19 (+) patients, and not “all 


36 


comers”. Recruitment in ED will necessarily follow later, as it would require a new study protocol and 
IRB review/approval. 


CLINICAL SIGNIFICANCE: An elevated SeptiCyte RAPID score indicates an increased probability of 
sepsis. The[OV@)____|study will determine whether COVID-19 (+) ICU patients exhibit increased RAPID 
scores, and therefore increased probabilities of sepsis. The follow-on study in the ED will determine whether 
there is a difference in RAPID scores between patients with mild clinical signs who are sent home, and 
patients with increasingly severe clinical signs who are admitted to ward or ICU. 


To further illustrate the potential clinical significance of SeptiCyte RAPID as a triage tool for COVID-19 (+) 
patients, please refer to the APPENDIX of this document for three Case Examples. 


Success Metric for Completion of Deliverable 1: 

Provide Project Plan, Gantt Chart, and Risk Mitigation Plan that is received and approved by the 
Contracting Officer (CO) and Contracting Officer’s Representative (COR), within 10 days of contract 
award. 


Deliverable 2: Clinical Testing in ICU of SeptiCyte RAPID 


Objective: 
Demonstrate the clinical utility of SeptiCyte RAPID for determining probability of sepsis in patients with 
escalating signs of COVID-19 disease 


Scope of Work: 

Deliverable 2 aims to extend the existing SeptiCyte RAPID prospective trial to specifically 
include patients with escalating signs of COVID-19 disease. Data (clinical presentation and SeptiScore) will 
be collected and analyzed, to demonstrate the clinical utility of determining probability of sepsis in these ICU 
patients. 


A survey of the emerging literature indicates that “escalating signs” is captured in the following description: 


((o)(4) 


Some of these parameters will be captured directly in Immunexpress’ existingh0@ ___Icase report form 
(CRF); others can be inferred from a textual analysis of the open-format “physician comments” field in the 
CRF. Immunexpress has developed the necessary bioinformatics expertise and tools to conduct this type of 
textual analysis, having performed it previously in a different study (Lopansri et al., J Intensive Care 
2019;7:13). 


The curren{) —__ protocol specifies that blood samples will be collected within] hours of an ICU 


admission order, and run immediately in real time. For the| extension, samples could either be run 
in real time, or banked after collection and run later. The samples may be collected anywhere in the hospital 
(typically in ED), the only restriction being that they must be collected within 
order. 





Immunexpress hypothesizes that COVID-19+ patients in ICU will be predisposed toward sepsis, leading to 
the prediction of a skewed distribution of COVID-19+ patients predominantly into SeptiCyte Bands 2 and 3. 
The COVID-19- ICU patients are expected to distribute across Bands in a fashion identical to what was 


observed in the pivotal [OO rial for SeptiCyte LAB. 
Immunexpress’ clinical sites have agreed to participate in the[O@)__ drial, as, 


it is currently configured. The sites are in different stages of contract agreement, installation, training, and 
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initiation. Two of the sites will be activated the week of May 11-15, 2020 and will begin 
enrolling patients immediately. Some unavoidable delays have been encountered, due to the COVID-19 
pandemic. The[)4)___]protocol specifies that()PAXgene blood samples will be collected, with{(®) pf the 
samples analyzed in real time. If the recruitment should exceed the capacity of available Idylla instruments 
(which Immunexpress does not anticipate), all samples could instead be banked and run later. 





Immunexpress proposes to collect (dcovip-19 (+) patients from the ICU {®)(jfrom the original 
NEPTUNE, and another [6)(}rom thefoya)____________] study). Immunexpress asks, what degree of skew 
must the distribution of COVID-19 (+) patients exhibit, to achieve statistical significance? The answer is 
readily obtained with a chi-square test: (https://www.graphpad.com/quickcalcs/chisquared | .cfm), 





Immunexpress shows the results from three calculations below, indicating the extent of distribution skew that 
must be observed to attain statistical significance (p<0.05 indicated by asterisk *): 


Scenario A:(OX4) 




















Band | Band 2 Band 3 chi sq (2df) p-value 
Expected 22 48 30 - = 
Observed 12 48 40 7.879 0.0195* 
Observed 13 48 39 6.382 0.0411 
Observed 14 48 38 5.042 0.804 
Observed 15 48 37 3.861 0.1451 




















Scenario B:{X 






























































Band | Band 2 Band 3 chi sq (2df) p-value 
Expected 22 48 30 = = 
Observed 22 39 39 4.388 0.1115 
Observed 22 38 40 5.417 0.0666 
Observed 22 37 4l 6.554 0.0377* 
Observed 22 36 42 78 0.0202* 

Seenario CARP) 

Band | Band 2 Band 3 chi sq (2df) p-value 
Expected 22 48 30 ae oe 
Observed 18 44 38 3.194 0.2025 
Observed 17 43 40 4.991 0.0825 
Observed 16 42 42 7.186 0.0275* 
Observed 15 41 44 9.781 0.0075* 





For Deliverable 2 (Clinical testing in ICU of SeptiCyte RAPID), the work tasks include: 








1, Initiation of clinical sites (contracts, IRB approval of study protocols, FWA#s, budgets, clini 
database implementation, informed consent forms). Immunexpress’ clinical sites (@) 
[24 have agreed to participate in the [4)_trial, as currently configured. Two of the 
sites (4) 


will be activated the week of May 11-15, 2020 and will begin enrolling patients 








immediately. 

2. Shipping and installing Idylla platforms at the clinical sites. 

3. Site visits (if permitted) by Drs. Davis and Cermelli for training on Idylla platform and procedures. 
Alternately, training performed remotely. 

4. Patient identification, enrollment, clinical data collection, sample collection of| [©Cpatients, in 
accordance with power calculations above 


5. Running samples and collecting data; sample aliquoting and storage. (Note: for[®)(4) 
extension, samples can either be run in real time, or banked and run later.) 

Site monitoring (protocol adherence, patient enrollment numbers and rates) 

Clinical data entry, SeptiCyte RAPID results analysis 

Conduct survey of user experience and clinical utility 

Analysis of results, formal report 





ORAM 


Immunexpress proposes the following RAPID triage algorithm, for which the present study seeks to 
provide supporting evidence: 





Figure 2: oa) 


: ] 


Algorithm for role of RAPID to triage 
patients admitted to ICU 


ea 


Success Metric for Completion of Deliverable 2: 
Demonstration of clinical utility of SeptiCyte RAPID for providing a probability of sepsis in ICU 
patients, to include COVID-19 patients. A formal study report will be delivered that provides appropriate 


data enabling the assessment of clinical utility of SeptiCyte RAPID for determining probability of sepsis 
in SARS-CoV-2 (+) ICU patients with escalating signs of COVID-19 disease. 











Deliverable 3: Preparation and Submission of EUA (to address SeptiCyte RAPID as a triage tool 
for patients with escalating signs of COVID-19 disease) 


Scope of Work: 


After the initial acquisition off FOVID-19 (+) patients in ae ns in the ICU, an EUA 
application will be submitted to the FDA, with desire to achieve for use in ICU and ED. If there is a 


large skew in the distribution of COVID-19 (+) patients across the RAPID score bands relative to the 
COVID-19 (-) patients, then this should be adequate for a proof of concept. Acquisition under the{®)(4) 
extension would be ongoing. 


Success Metric for Completion of Deliverable 3: 

Preparation and submission of EUA for Septicyte Rapid use for COVID-19 in ICU and ED. 
Deliverable 4: Clinical testing in ED of SeptiCyte RAPID 

Objective: 


Investigate clinical utility of SeptiCyte RAPID for determining probability of sepsis in patients suspected of 
COVID-19 disease presenting to ED. 


39 


Scope of Work: 

Immunexpress aims to conduct an observational trial spk ED sites within the US hospital system. 
Inclusion criteria would include patients suspected of COVID-T9 disease presenting to ED. It is expected that 
a subset of enrolled patients would be SARS-CoV-2 (+) with escalating signs of COVID-19 disease. Data 
(clinical presentation and SeptiScore) will be collected and analyzed, to investigate the clinical utility of 
determining probability of sepsis in ED patients suspected of COVID-19 disease. 


To demonstrate utility, the total number of patients recruited will be a minimum of [EUpatients across at 
least [5¥) “IED sites. It is expected that COVID-19+ patients presenting to ED will have varying severity 
of clinical signs and therefore different probabilities of sepsis. Viral infection status will be determined by 
molecular assay (Biocartis SARS-CoV-2 cartridge, or another SARS-CoV-2 assay), either at the same time 
the RAPID cartridge is run, or later from banked samples. Clinical utility will be demonstrated through a 
correlation analysis of SeptiCyte RAPID scores vs. retrospective determination of clinical status (discharge or 
follow-up). 


Immunexpress will inquire at th{X)_____ kites if it would be possible to conduct another trial for patients 
in the ED. As a fall-back position, Immunexpress is actively engaged in discussion with two new sites [O@)_] 
as potential ED trial sites. In either case, extension into the ED would need to be done 
under a new IRB-approved clinical trial protocol. If a patient in ED is transferred to ICU within the same 
institution, it will be possible to continue monitoring this patient. 


Regarding the design of an ED focused study, Immunexpress consider an open recruit 
fixed number). The recruitment target under this BARDA contract and budget would b 







1 capped at a 
tients, 


For Deliverable 4, work tasks include: 


1. Drafting of site-specific study protocols with IRB review for at least[>JUS hospital ED sites, 
obtaining FWA#s. 

2. Patient identification, enrollment, clinical data collection, sample collection with no enrollment cap 
(minimum enrollment to be established by power & sample size calculations) 

3. Running samples and collecting data; sample aliquoting and storage. As this is an observational trial, 

the samples could be banked and run off-site, not in real time. 

Site monitoring (protocol adherence, patient enrollment numbers and rates) 

Clinical data entry, SeptiCyte RAPID results analysis 

Conduct survey of user experience and clinical utility 

Analysis of results, formal report. 


RIS 


Immunexpress proposes the following RAPID triage algorithm, for which the present study seeks to 
provide supporting evidence: 





Algorithm for use of RAPID to 
triage ED patients 


B 











Success Metric for Completion of Deliverable 4: 

Investigation of clinical utility of SeptiCyte RAPID for providing a probability of sepsis in ED COVID- 
19 patients. A formal study report will be delivered, that provides appropriate data enabling the 
assessment of clinical utility of SeptiCyte RAPID for determining probability of sepsis in SARS-CoV-2 
(+) patients presenting to the ED. 


Deliverable 5: Modified SeptiCyte RAPID cartridge to handle EDTA blood samples 


Objective: 
To extend the capabilities of the SeptiCyte RAPID cartridge to process peripheral blood samples collected in 
EDTA tubes. 


Scope of Work: 

Deliverable 5 aims to extend the capabilities of the SeptiCyte RAPID cartridge to process peripheral blood 
samples collected in EDTA tubes. Addition of this capability may facilitate broader adoption of the test 
because, while PAXgene vacutainers are FDA cleared (K042613), they are not commonly used by or made 
available to phlebotot s in the US hospital system. The outcomes of the scope of work for Deliverable 4 
would ensure compatibility with current phlebotomy and hospital workflows to help achieve expediency and 
widespread use. 


PAXgene tubes are being provided to ng Jsites, as part of the clinical trial. There do not appear to 
be any supply problems with PAXgene tubes. 





For Deliverable 5, work tasks include: 


1, Initial testing of existing off-cartridge protocols for EDTA blood and subsequent testing on current 
SeptiCyte RAPID cartridge design. 
ftoway [This is 
expected to improve the subsequent sample extraction step in the cartridge’s lysis chamber (minimal 
additional operator hands-on time). 

2. Preparation of report describing experimentation and results 

3. Further on-cartridge testing to include potential alterations to the current cartridge processing steps 


on the Idylla, to ascertain compatibility of the SeptiCyte RAPID cartridge with EDTA blood 
4. tema variation of OO 
to find optimum under DOE (Design of Experiments) 
5, Meneses modifi of eR] 
6. Performance comparison between samples collected in EDTA vs. PAXgene tubes from healthy 
donors when tested on open cartridges 
7. Finalization of any required design change documentation and design freeze 
8. Report on performance of EDTA vs. PAXgene tubes using SeptiCyte RAPID cartridges. 














Success Metric for Completion of Deliverable 5: 
A SeptiCyte RAPID} cartridge compatible with EDTA whole blood as a sample type. Report on 
performance of EDTA vs. PAXgene tubes using SeptiCyte RAPID cartridges 


Deliverable 6: Final Report and Final Data Package 


Objective: 
Complete and deliver all outstanding documentation and data to BARDA. 


Scope of Work: 


Complete final study report and documentation to include a summation of the work performed and 
results obtained for the entire contract period of performance. 
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a) 


b) 


d) 


e) 


f) 


8) 


h) 


Success Metric for Completion of Deliverable 6: 
Submission of all documentation and data (in a non-proprietary format) in accordance with Section F of 
the contract, at or prior to the close of the project 


PROGRAM MANAGEMENT 
The contractor shall provide the following as outlined below: 


The overall management, integration, and coordination of all contract activities, including a 
technical and administrative infrastructure to ensure the efficient planning, initiation, 
implementation, and direction of all contract activities; 


A Principal Investigator (PI) or Project Manager (PM) responsible for project management, 
communication, tracking, monitoring, and reporting on status, progress, and modifications to 
the project requirements, deliverables and timelines, including projects undertaken by 
subcontractors; 


A PM with responsibility for monitoring and tracking day-to-day progress and timelines of 
deliverables, coordinating communication and project activities, costs incurred, and program 
management. 


A BARDA liaison (maybe be the PM) with responsibility for effective communication with the 
Contracting Officer (CO), Contract Specialist (CS), and Contracting Officer’s Representative 
(COR); 


Administrative and legal staff capable of developing compliant subcontracts, consulting, and 
other legal agreements, while also ensuring timely acquisition of all proprietary rights, including 
intellectual property (IP) rights and reporting all inventions made in the performance of the 
contract; 


Administrative staff capable of financial management and reporting on all activities conducted by 
the contractor and any subcontractors; 


Contract Review Meetings 
The contractor shall participate in regular meetings to coordinate and oversee the contract 
effort conjointly with the CO, CS, and COR. Such meetings may include, but are not limited 
to, the following: 
- Meeting with the contractors and subcontractors to discuss clinical manufacturing 
progress, product development, product assay development, scale-up manufacturing 
development, clinical sample assays development, preclinical/clinical study designs and 


regulatory issues. 


- Meeting with individual contractors and other government officials to discuss the 
technical, regulatory, and ethical aspects of the program. 


- Meeting with technical consultants to discuss technical data provided by the contractor. 
The contractor shall participate in teleconferences every month with the CO, CS and COR to 
discuss the performance of the contract, unless otherwise directed. Teleconferences or additional 
face-to-face meetings may be more frequent at the request of the CO. 


Gantt Chart 


Within 10 calendar days of the effective date of the contract, the contractor shall submit a 
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first draft of an updated Gantt Chart to the CO, CS and COR for review. The Gantt Chart 
shall be incorporated into the contract and will be used to monitor performance. The 
contractor shall include the key milestones, deliverables, and Go/No-Go decision gates. 


j) Project Management Plan 


In the management of this contract, the contractor is encouraged to utilize Project 

Management tools/techniques to track and monitor the cost and schedule of the project. The 
contractor and the government agree that at a minimum, the contractor shall utilize the cost 
and schedule tools/techniques in the contract deliverable for project management purposes. 


k) Risk Management Plan 


The contractor shall develop a risk management plan within 90 days of contract award 
highlighting potential problems or issues that may arise during the life of the contract, 
including the impact on cost, schedule, and performance. Appropriate remediation plans. 
should reference relevant work segments where appropriate. Updates to this plan shall be 
included, at a minimum, on a quarterly basis (every three months) in the monthly Project 
Status Report. 


1) Monthly and Annual Reports 
If requested, the contractor shall deliver Project Status Reports on a monthly basis. The 


reports shall address the items below cross referenced to the SOW or other Project 
Management Plan tool(s): 





- Executive summary highlighting the progress, i 
non-clinical, clinical, and regulatory activities 


ues, and relevant manufacturing, 





- Progress in meeting contract deliverables, detailing the planned progress and actual 
progress during the reporting period, explaining any differences between the two and 
corrective steps. 

- Updated Risk Management Plan (when appropriate). 

- Three-month rolling forecast of planned activities. 

- Progress of regulatory submissions. 

m) Data Management 


The contractor shall: 


- Develop and implement data management and quality control systems/procedures, 
including transmission, storage, confidentiality, and retrieval of all contract data. 


- Provide for the statistical design and analysis of data resulting from the research. 


- Provide raw data or specific analyses of data generated with contract funding to the CO, 
CS, and COR, upon request. 


REGULATORY 
The contractor shall perform the following as outlined below: 
a) Engage the Food and Drug Administration (FDA) on a path to support the use of the product for the 


specific indication. 
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b) Prepare materials for and requesting, scheduling, and participating in all meetings with the FDA, 
including meetings to review all data packages. 


c) Provide BARDA with (1) initial draft minutes and final draft minutes of any formal meeting with the 
FDA, and (2) final draft minutes of any informal meeting with the FDA. 


FACILITIES, EQUIPMENT, & OTHER RESOURCES 


The contractor shall provide equipment, facilities, and other resources required for implementation of the 
SOW to comply with all Federal and HHS regulations in: 


a) The humane care and use of vertebrate animals. 
b) The acquisition, handling, storage, and shipment of potentially dangerous biological and 


chemical agents, including select agents under biosafety levels required for working with the 
biological agents under study. 





APPENDIX 
Case Examples illustrating the role of SeptiCyte RAPID in patient triage and management 
Roy Davis, MD PhD, Chief Medical Officer, Immunexpress 
Case Example #1; Patient presents to ED with complaints of mild fever, sore throat and occasional cough. 


No shortness of breath, no chest pain or change in mental status. Oxygen saturation 96%, Exam is 
unremarkable. 





(0X4) 








Assessment: Covid-19 infection, mild. 





K(o(4) 





Case Example #2: Patient presents to ED with 4 day history of fever, sore throat, cough, loss of taste and 
smell and increasing difficulty breathing. Oxygen saturation 90%, placed on cannula with oxygen. 


Exam: Patient tachypneic, rales bilaterally, cyanotic on room air. In obvious distress. 


b)(4) 


Chest X Ray: Bilateral diffuse infiltrates with ground glass appearance. 


Assessment: Covid-19 infection with pneumonia, respiratory distress, R/O ARF. 
by(4) 





Case Example #3: COVID-19 patient in isolation on oxygen on ward day 4 with evidence of pneumonia has 
clinical deterioration becomes hypotensive and requires further respiratory support and is transferred to ICU. 
Admission blood culture negative day 3. 





(oX4) 














b)(4) 








Attachment 2 


SAMPLE INVOICE REQUEST 





















(a) Designated Billing Office Name and Address: 
(c) Invoice No.: 





DHHS/OS/ASPR/BARDA 
ATTN: Contracting Officer 
O'Neill House Office Building (@ 
Washington, DC 20515 


Date Invoice Submitted: 





(b) Contractor's Name: (e) Contract No.: 








(f) Current Contract Period of Performance: 
Contractor's Address 











(g) Total Price of Contract: 








(h) Total Fixed-Fee (if applicable): 





Contractor's EIN: 
(i) Invoicing Type: Three-Way Match 
Contractor's CAGE: 
(Office of Acquisitions: 

Contractor's DUNS: DHHS/OS/ASPR/BARDA. 


ATTN: Contracting Officer 


Sg O'Neill House Office Building 
Point of Contact Name, Title, Email, Phone Washington, DC 20515 


(k) Central Point of Distribution: N/A 














(1) This invoicing request represents reimbursable costs for the period from: 








CLIN No. 





(m) Current Amount (n) Cumulative Amount (0) Total Contract Amount 














Brief description of the work/deliverable(s) being invoiced: 





I certify that all payments are for appropriate purposes and in accordance with the contract. 





(Name of Official) (Title) 























Note: Please attach supporting documents and details as specified in the contract to support the work/deliverable(s) being invoiced 
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Attachment 3 


Schedule of Payments 


Pursuant to FAR 52.232-2, partial payments will be made upon receipt and acceptance of a deliverable and 
acceptable invoice for partial delivery of work, as outlined in the table below: 





Partial 
Payment 


Deliverable Title 


Brief Description of Deliverable 


Partial Payment 
Amount 





1 


Project Plan 


Detailed project plan outlining the 
goals, deliverables, and intended 
pathway for the project. This plan 
should also include a Gantt Chart, Risk 
Management Plan, and indicate the 
tools/techniques used to track and 
monitor the cost and schedule of the 
project. 


There is no partial 
payment associated 
with the Project 
Plan* 





Clinical testing in ICU of 
SeptiCyte RAPID. 


Preparation and submission 
of EUA dossier to FDA. 


Recruitment of initial [oY BARS-CoV-2 
(+) patients from ICU. 


Clinical trial protocol and IRB review 
to be included. 


Preparation of EUA dossier, and 
submission to FDA. 


$100,000 





Clinical testing in ICU of 
SeptiCyte RAPID 


Recruitment of remaining foSARS- 
CoV-2 (+) patients and additional 40 
SARS-CoV-2 (-) from ICU. A formal 
study report that provides appropriate 
data enabling the assessment of clinical 
utility of SeptiCyte RAPID for 
determining risk of sepsis in SARS- 
CoV-2 (+) ICU patients with escalating 
signs of COVID-19 disease. 





$200,000 





Clinical testing in ED of 
SeptiCyte RAPID 





Recruitment of init 
(+) patients from ED. Clinical trial 
protocol and IRB review to be 
included. 


$100,000 








Clinical testing in ED of 
SeptiCyte RAPID 


Modified SeptiCyte RAPID 
cartridge to handle EDTA 
blood samples 





Recruitment of remaining 60 SARS- 
CoV-2 (+) patients ED. from A formal 
study report to assess clinical utility of 
SeptiCyte RAPID for determining risk 
of sepsis in SARS-CoV-2 (+) ED 
patients with escalating signs of 
COVID-19 disease. 


Report on existing ————_—ids 
protocols for EDTA blood. 
Anfoy4)]SeptiCyte RAPID cartridge 
compatible with EDTA whole blood as 
a sample type. 





Report on performance offo¥4)_] 
cartridge for EDTA vs PAX. 





$199,549 











Partial Deliverable Title Brief Description of Deliverable Partial Payment 





Payment Amount 
6 (1) Final Report; and (1) Final report to include a summation | There is no partial 
of the work performed and results payment associated 
obtained for the entire contract with the Final 
period of performance. Report and Final 


Data Package** 
(2) Final Data Package (2) Final data package consisting of all 
raw data produced under this 
contract. Data may be used by 
DRIVe for analysis, evaluation, 
shared with other agencies, or 
shared outside of the government 
consistent with FAR 52.227-14. 
This submission package must be 
delivered in a non-proprietary 
format. 























*The partial payment succeeding the Project Plan (outlined in Section F of the contract) will not be paid until the 
Project Plan is received and accepted by the Contracting Officer and Contracting Officer’s Representative. 


**The partial payment preceding the (1) Final Report and (2) Final Data Package (outlined in Section F of the 


contract) will not be paid until both the (1) Final Report and (2) Final Data Package are received and accepted by the 
Contracting Officer and Contracting Officer's Representative. 
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